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Durin1 fiscal year 1975, the Clinical lnnstiption Service 
Laboratory, one-half of Ward 4lt\, leach Pavilion, was actively 
utilized to support 11111\y of the pzotocol1 listed on subsequent 
pqes. Work wu beaun on the re•inina portion of Ward 4lt\ in 
late FY 75 to add additional laboratory bench space and thne 
adainistrative offices. This area should be coapleted by llid 
FY l, and will coaplete the centralization of Clinical Investi-
1ation Service activities includin& adllinistrative functions. 

Funds for t-EDCASE, capital equipaent and consuable supplies 
continued to be adequate to support the various protocols listed 
on the followin1 pases. 

Thirty-five protocols were r•1i1tered in fiscal year 1975: 
4 were coapleted, 2 were terainated, and 29 will be on1oin1 into 
FY 1976. The statistical IUlla&ry of re1i1tered protocols is 
1iven under Report of Total Activities of the Clinical Inve1ti-
1atlon Service. 

Continued support of the BAW~ Coaander, his adllinistrative 
staff, the professional medical staff and the Directorate for 
Clinical Investi1ation Service enabled this service to continue 
to perfora hi&h quality research work. 

Personn~l support now includes the Chief (a lioch•ist who 
also administers the laboratory facility), a COll)ut~r Pro1r-er, 
the Editorial Assistant and Secretary, and six enlisted specialists. 
The Directorate, coaposed of representatives fro• the Departaent of 
Medicine, Obstetrics and Gynecolo1y, Pediatrics and Sur1ery, hu 
1uided the activities of this service throuahout fiscal year 1975 
and will continue to do so in the future. 

The preparation of this report would have been iapossible 
without the continued, unselfish, coapetent assistant of Mrs. 
Dodie Bratten who has been the stabilizina influence in the past 
year durin1 the chan1e of direction of the service to the Clinical 
lnvestl1ation Service Directorate. 

€0t\~r, \'> \~ 
l!DWARD D. HULTON, Ph.D. 
Captain, MSC 
Chief, Clinical Investi1ation 

Service, 14 March 1975 

~~ f2 .. l~& .. 
RUDI ANSIACHBR, M.D. 
Colonel, ti: 
Chief, Clinical Investi1ation Service, 

1 July 1974 to 14 March 1975 
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REPORT OF TOTAL ACTIVITIES OF CLINICAL INVl!STIGA.TI<lf SER.VICE 

DURING FISCAL YEAR 1975 

A. Objectives 

The Clinical Investiaation Service was established at Brooke 
Amy Medical Center 9 Auaust 1971 to coordinate clinical investi-
1ation activ '.. ties throupout the hospital coaplex. It ii 'In in
dependent service directly under the co.and of the Chief, Pro
fessional Services, and operates under the pidance of the 
Dir~ctorate for Clinical Investiaations, coaposed of two aeabers 
fro• the OepartMnt of Medicine and •one each froa Obstetrics
Gynecolo&Y, Pediatrics, and Sur1ery, the Clinical Investiaation 
Co•ittee, coaposed of the chiefs of the various professional 
departaents, and the HUllan Use Co•ittee, coaposed of lay per
sonnel. 

The Clinical lnvesti1ation Service was established to proaote, 
sti11Ulate, coordinate, and provide support for clinical investi1a
tion and developMnt activities within Brooke Ar.wy Medical Center, 
includin1 desip of experiaents, typin1 and editorial services, 
and technical liaison with outside facilities. 

B. Technical Approach 

1. Manpower 

a. On March 14, 1975, the Chief, Clinical Investi1ation 
Service, due to other pre11in1 clinical duties, was replaced by 
Captain Edward D. Helton, Ph.D., Biochemist. The latter devotes 
his full eneraies to Clinical Investtaation Service activities 
and to the functionin1 and adainistration of the laboratory. 

b . A Computer Programer, Pirst Lieutenant Sipal Corps, 
promoted to that rank on 27 April 197S, devotes his tiae alaost 
exclusively to C-28-73, a cardiolo11 protocol, plus assists other 
investi1ator1 with statistical analy••• of their data. 

c. The Edi tori al Assistant and Secretary has devoted all 
her tiae to Clinical lnvesti1ation Service functions. She keeps 
a daily runnina budaet for the service and for each individual 
protocol, orders all supplies and equipment, edits and types all 
111anuscript1 for publication prior to final review by a -ber of 
tho Diroctorute, and types protocols prior to presentation to the 
Uirectorato, Clinical lnve1ti1ation Colaittee and Hullan Use 
Co•ittco. 
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d. 11\eN ·are six enlisted specialists now auiped to the 
service: an E-6, an E-5, two E-4's (one of which wu proaoted to 
E-4 on 15 April 1975), and two E-3's who wen usiped on 13 No
vellber 1974 and pl"OIIOted to that rank on 16 January 1975 . Three 
of these enlisted specialbtl are workin1 only in the laboratory 
facility on Ward 4JA.. 

2. Fwidina 

Table 1. 

Expenditures PY 1975 

MEDCASE 

Capital 
Equipaent 

Connuuble 
Supplies 

TOY 

C. Pr03res:a 

$47,295.00 
f 11 15&s.oo 

$118,880.00 

$ 1,595.00 
$ 325.00 

$ 1,920.00 

$ 24,088.00 
S 5,492.00 
f 21325.0P 

$ 31,905.00 

$ 31355.00 

$156,060.00 

6 Protocols 
Laboratory 

2 Protocols 
Laboratory 

26 Protocols 
Laboratory 
Contractural Services 

The disposition of protocols n1istered with the Clinical 
lnvesti1ation Service PY 75 an as follows: 
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Table 2. 

Protocol Disposition PY 75 

Reailtend in: PY 72 FY 73 PY 74 FY 75 Total 

Coapleted 4 2 12 4 22 

Terainated 5 4 2 2 13 

On1oin1 to FY 76 4 2 22 29 57 - -
TOTAL 13 8 36 35 92 

Fifty-seven protocols will be on1oi111 into PY 76. 

Durina FY 75, ~4 aanuscripts were cleared throup the Clinical 
lnvestiaation Service, 48 for publication, 13 for satisfaction of 
residency requirement, and 33 both for satisfyina the residency 
requirement and for publication. Sixty presentations were re
viewed and cleared by the Clinical lnvestiation Service for 
national and intemational aedical aeetinas,and aost of the•
terial ca• e fro• protocols reaistered in the Clinical Investiaa
tion Service , 
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Nash, D.A., Jr., Roprs, P.W., Lanalinais, P.C., and Bunn, S.M.: 
Diabetic 1loaerulosclerosis without alucose intolerance. Aller J 
Med, 1974. 

Nuh, D.A., Jr. and Merrill, R.H.: Kidney transplantation in the 
active duty soldier. Milit Med (In Press). 
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persistence of fetal hemoalobin (HPF) and heaoalobin C (HBC). 
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Murao, J.P.: The Dynaaics of Left Ventricular Ejection in Man 
Utilizina New Techniques in Cardiac Catheterization. Presented 
at the Cardiovascular Research Seminars, University of Texas 
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Murgo, J.P. : The Dynaics of Left Ventricular Ejection Utilizina 
New Technique, in Cardiac Catheterization and Continuo~, Indices 
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araphy. Presented at Special Research Seminar, School of /erospace 
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Mur10, J.P.: The Ejection Characteristits of l~S. Presented as 
part of a panel discussion of the Medical and Surgical Manaaement 
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Sessions, AJnerican Heart Association, Dallas , Texas, November 1974. 
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P.vuluatln1 C:urJ lovasculnr 1:unction" February 1975 . 

3 



. . 
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Presented at the Interscience Conference on Antimicrobial A1ents 
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4S:60-63, 1975 , 

Ansbacher, R.: Sipificence of spem antibodies in infertile couples. 
J Reprod Med 13:48-SO, 1974. 
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Ansbacher, R.: Auto-i-.mity of spermatozoa. Book Chapter 

Hayden, B.L., Siapson, J.L., Ewina, D.E ., and Otterson, W.N.: Can 
the Oxytocin Challen1• Teat serve as the priaary method of 110ni
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tility, Ob-Gyn Seminar, Baylor College of Medicine, Department of 
Obstetrics and Gynecoloay, Hous ton, Texas, 20 September 1974. 
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Hayden, B. L. : Can the Oxytocin Chall ongc Test Serve as the Sole 
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Armed Forces Seminar on Ob-Gyn, 3-8 November 1974, Washin,ton, D.C. 
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(Hand-Schul11r-Chrhtian diHaH) ". APIP-CPC #4-74 

6 

• 
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Baden, M. : The little world of Tasha. AMEDD Spectrum Vol 1, 
No 3, 1974. 

Steele, R.W . , Chapa, I.A., Vincent, M.M., Hensen, S.A., Keeney, 
R.E.: The effects of adenine arabinoside on cellular immune 
mechanisms in man. Antimicrobial Agents and Chmotherapy, 7:203-
207, 1975. 

Steele, R.W . , Chapa, I.A., Vincent, M.M., Hensen, S.A., Keeney, 
R.E., Canale s , L.: Adenine arabinoside : An anti-viral aaent. 
Edited by u. Pavan-Langston, Robert A. Buchanan and Charles A. 
Alford, J r . , Raven Press, New York, 1975. 

Steele , R.W. , Vincent , M.M., Hensen , S.A., Pucillo, D.A., Chapa, 
1.A., Canales, L. : Cellular ilMlune response to Herpes-Simplex 
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genesis and crtotoxicity to HSV•l infected cell lines. J Infect 
Dis 131, May 1975 

Steele, R.W., ~ensen, S.A. , Vincent, M.M . , Fucillo, D.A., Bellanti, 
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sponses in children immunized with l i ve rubella virus vaccine. J 
Infect Dis 130:444-453, Nov 1974. 

Steele, R.W., Sieger, B.E., Canales, L.: Transfer factor therapy 
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Kniker, W.T., Mac1as, E. G. , Steele , R.W., Heberlin&, R. L., Eller , J.J.: 
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Patterson, F. U.: ll val ua t.i.011 of Cellular I1111unity to the Varicella 
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1974. 
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Steele, R.W.: Specific Inhibitory Factors of Cellular Iaunity in 
Children with Subacute Sclerosina Panencephalitis. Presented at 
the American Academy of Pediatrics Meetina, San Francisco, Cali
fornia, 17 October 1974. 

Steele, R.W. : Relative Cellular Immunity in 3 Nonhuman Primate 
Species. Presented at the Federation of the American Society 
for Experimental Bioloar, Atlantic Citv, New Jersey, 14-S April 
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Croft, H.A.: Effects on Attendees o f a Course in Human Sexuality. 
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Croft, H.A.: Research in Sex Education. Presented to graduate 
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Croft, lL A.: Sex Education. Presented to student at Roosevelt 
High School, Sru1 Antonio , T~xas, 17 March 1975. 

Croft, H.A. : Workshop fo, ache rs on "Adolescent Sexuality" 
sponsored by Planned Puent 1 ood of ::ian Antonio held at the 
l'niversity of Texas Health } ~cnce C<'nter , San Antonio, Texas, 
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Goldstein, H.M. and Babu, S.S.: Colonic ileus: An atypical pre
sentation of adynaic ileus. JAMA 230,7:1008-1009, 1974. 

Pister, J.D. and Kirks, D.R.: Radiolo1ical case of the month 
(Diaste• atoayelia). A.Mr J Dis Child 192, Jan 1975. 

Levy, L.B., Wagener, R.G. and Shalek, R.J,: Cl values froa 
measured distributions of eneri)' fluence. Physics in Medicine 
and Bioloay 20:324-326, March 197S. 

Kirks, D.R . and Shackleford, G.D.: Idiopathic conaenital heai
hypertrophy with usociated ipsilateral benian nephr011e1aly. 
Radiolou 115, April 1975. 

Mallaao. J. T., Hubbard, R.B., Boone, S.C., Reisner, L.S, and 
Pister, J.D.: Expansion of an a1r filled subdural space durina 
nitrous oxide anesthesia. Radioloay (In Press) 

VEPARTMENT OF SURGERY 

Younabera, J .A., Kaplan, J.A . and Miller, E.D. Jr.: Air e• bolis• 
throuah a ventriculoatrial shunt durina pnewnoencephaloaraphy. 
AnesthesiololY, 1975. 

Bailey, D.R., Miller, E.D. Jr., Kaplan, J.A., and Roaers, P.W.: 
The renin-anaiotensin-aldosterone syste• durina cardiac suraery 
under 110rphine-nitrous oxide anesthesia. Anesthesioloay, 1975. 

Miller, E.D . Jr., Bailey, D.R., Kaplan, J.A. and Roaers, P.W.: 
The effect of ketamine on the renin-anaiotensin system. 
Anesthesiolo&Y, 1975, 

Gallaaher, E.G., Jr. and Hudson, T.L.: Popliteal artery entrap
ment. Amer J Sura 128:88-90, J.974. 

Ortiz, J., Zumbro, G.L . , Dean, W.F. and Treasure, R.L. Arterio
venous fistula as a comp l ication of percutaneous internal ju1Ular 
vein catheterizat ion. Mi lit Med ( In Press). 

Hardcastle, R.L . and NtwMark, E. : Corneal endothelium of cryo
preserved tissuo in a n1riety of systemic diseases. Ann Ophthal, 
1975. 

VanDerVliet, S.K.: Papillophlebitis associated with systeaic 
throabophlebit is. A case report. AM Ophthal, 1975. 

Abboudi. S.Y. and Bouzard, W.C.: Th• manqe• ent of ipsilateral 
fracture~ of the femur and tibia in II cast-brace. J Bone Joint 
Sura, 19 75. 
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Burton, F.C. Jr. and Parsons, R.W.: Comeal chanaes associated 
with hypertrophic scarrina of the eyelids. J Trau11a, 1975. 

ZUllbro, G.L., Green, D.C., Brott, W. and Treasur~, R.L.: Pul
monary sequestration with spontaneous intrapleural heaorrhaae. 
J Thorac Cardiovas Sura 68:673, 1974. 

Treasure, R.L, Rainer, W.G., Strevey, T.E. and Sadler, T.R.: 
lntraoperative left ventricular rupture associated with mitral 
valve replaceaent. Chest 66:S, 1974. 

Seitter, G., Buker, R.H., Larson, A.W. and Cox, W.A.: Pul110nary 
sequestrat ion . Mil Med 139:897 , 1974. 

Zumb ro, G. L. , Treasure, R. L. and Geiger , J .P. : Respiratory 
obstruction in the newborn associated with increased volume 
and opacificati~n of the hemithorax . Ann Thorac Sura 18:622, 
1974. 

ZUllbro, G. L. , Henley, L.B . and Treasure, R.L. : Saccular aneu
rysm of ascendin1 aorta caused by ~ranulomatous aortitis in a 
child. J Thorac Cardiovas Sura 69 : 397, 1975. 

Walker, O.M. and Treasure, R. L.: Coexistent ipsilateral sub
clavian steal and thoracjc outlet compression syndromes. J 
Thorac Cardiovas Sura (In Press) 

Zumbro, G. L. and Treasure, R.L.: Hyperali~~ntation in cardio
thoracic surgery and a te:hnique of central venous cath~ter 
placement. Mil Med (In Press). 

Zumbro, G.L., ,·reasure, R.L., Seittor , G. , Strevey, T.E., Brott, 
W. and Green, D.C.: Pul110nary sec:,estration: A broad spectrua 
of bronchopulmonary fore rut abno:r,1 tli ties . Ann Thor Surg (In 
Press) . 

Conser, M.R. and Gan1ai, M.P.: Co:nplications of Pereyra urethro
pexy and thei r treatment . Proceedinr.s of the Kimbrouah Uroloaical 
Seminar, Volume 7, 1974 . 

Hu 11, J • K. : 11:e use of ful 1 thickness free skin araft.i. in the 
treatment of urethral stricturer. in the male. Proceedinas of 
the Killlbroua}t Uroloaical Seminar, V1J lume 8, 1975. 

Richardson, E.G., Boone, s.c., and Reid, R.L.: Interaittent quad
riparesis associated with a ~onaenital anomaly of the posterior 
arch of the atlas. A case report. J Bone Joint Sura (In Press). 

Bailey, D.R.: The Renin-Anaiotensin-Aldosterone System Durina 
Cardiac Sur1ery. Pre~ented at the American Society of Anesthe
siolo1ists Mectin1, Washinaton, D. C. 12-16 October 1974. 
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Kaplan, J.A.: A Coaparative Study of Enflurane and Halothane 
Usina Systolic Ti• Intervals. Presented at the Allerican Society 
of Anesthesiolo1ists Meetin1, Washinaton, D.C., 12-16 October 1974. 

Miller, Edward D., Jr.: Cardiovascular Effects of Enflurane and 
Halothane as Measured by Systolic Time Intervals. Discussed Rt 
the Alllerican Society of Ane1thestiolo1ist1 Meetin1, Washinaton, 
D.C., 12-16 October 1974. 

Ritzman, J.R. : Cardiovascular Effects of Enflurane and Halothane 
on the Rhesus Monkey. Presented at the Anesthesia Research Society 
Meetin1, Hollywood by the Sea, Florida, 17-20 March 1975. 

Youngberg, J.A.: Evaluation of Percutaneous Cannulation of the 
Dorsalis Pedis Artery. Presented at the Gulf Coast Anesthesia 
Residents Conference, Gainesville, Florida, 24-25 May 1975. 

Miller, Edward D., Jr.: Post-Operative Anal1esia for Thoracotomy 
Patients. Presented at the International Anesthesia Research Society 
Meeting, Hollywood by the Sea, Florida, 17-20 March 1975. 

Jarstfer, B.S. : The Continuin1 Challenae of Vascular Injuries 
Secondary to Disk Suraery. Presented at the Southwest Sur1ical 
Con1ress, Las Veaas, Nevada, 1975. 

Zumbro, G. L.: Pulmonary Sequestration: A Broad Spectnam of Broncho
pulmonary Fore,ut Abnor11alities. Presented at the Society of Thoracic 
Surgery meetin1, Montreal, Canada, January 1975. 

Hull, J.K. : The Use of Full Thickness Free Skin Grafts in the Treat
ment of Urethral Strictures in the Male. Presented at the Kimbrou1h 
Urolo1ical Seminar, San Antonio, Texas, 10-14 November 1974. 

Gan1ai, M.P .: Uroloaic Leprosy. Scientifi c exhibit displayed at the 
meetin1 of the American Urological Association, May 1975, Miami, Florida. 

Hull, J.K.: The Use of Full Thickness Pree Skin Grafts in the Treat
ment of Urethral Strictures in the Male. Presented by COL Mauro P. 
Gangai to the Texas Medical Association Meetina, May 1975. 

PHYSICAL MEDICINE SERVICE 

See, D.H. and Kraft, G.H. : Electromyoaraphy in paraspinal muscles 
followina suraery for root compression. Arch Phys Med Rehabil 
56:80-82, 1975. 

See, D.H.: Subacuto and Chronic Syndro• es. Presented at the 
University of Texas Health Science Center at San Antonio, 8 June 
1974. 
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See, D.H .: Shoulder Weakness as an Unusual Coaplication in Bumed 
Patients: Report of 10 Cases. Presented at the annual • eetina of 
American Academy of Physical Medicine and Rehabilitation and 
American Conaress of Rehabilitation Medicine, San Prancisco, 
Califomia, 19 Novellber 1974. 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Human Hepatic in vitro MetaboliSJI of the Synthetic and 
- Natural Estroaens. - -

WORK UNIT NO.: C-1-75 

PRINCIPAL INVfSTIGATOR: Edward D. Helton, Ph.D., Captain, MSC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To correlate the in vivo metabolism of 17a-ethynylestradiol and 
estradiol to the Iii'vl"iro hepatic metabolis• and to establish what 
hepatotoxic effects the potent synthetic estroaen •Y have upon 
normal liver function. 

TECHNICAL APPROACH 

Needle biopsy liver tissue fra1aent1 taken from patients for dia1-
nostic purpose~ are incubated. Using sterile technique, the tissue 
is cultured with tritium labeled steroids, and followin1 incubation 
the tissue is thorou1hly extracted to remove the steroid • etabolites. 
The extracted tissue is analyied for the percent of irreversibly 
bound steroid and the steroid Mtabolites are purified and identified 
usina Sephadex LH-20 chromatoaraphy and gas chromatoaraphy-•ass 
spectroaetry . 

Manpower: E-3 (12 months ) 

Fundin&: $2,260.16 Consumable Supplies FY 1975 
$ 288,00 10Y PY 1975 

PROGReSS 

The procedure for incubation has been established and the siailar
ities between the in vivo metabolism and in vitro are strikina. 
The system will thus aIT;, •aninaful studies of normal and patho
loaical aetabolism of estro1en and po11ibly provide insi1ht1 into 
their hepatotoxicity. 

Status: On1oin1, 
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C-1- 75 (Continued) 

Presented at the Fourth International Conaress on HorJ10nal Steroids, 
Mexico City, Mexico, 2-7 Septellber 1974. 

Helton, E.D., Williams, M.C., and Goldzieher, J.W.: The metabolisa 
of ethynylestradiol in women. Abstract. Endocrinoloay Supple• ent 
to 2.1_, 315, 19:'4. 

Helton, E.D., Williaas, M.C., and Goldzieher, J.W.: The • etabolis• 
of ethynylestradiol in women . Abstract. Journal of Steroid Bio
chemistry,!, 320, 1974. 

Williams, M.C., Helton, E.D. , and Goldzieher, J.W.: The urinary 
metabolites of 17a-ethynylestradiol-9a,llt-1H in women. Chromato
graphic profilina and identification of ethynyl and non-ethynyl 
compounds. Steroids !1(2),229-246, 1975. 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: "VD-G Dri DOT" Serolo1ical Test for Gonorrhea. 

WORK UNIT NO.: C-144-72 

PRINCIPAL INVESTIGATOR: David D. Madorsky, M.D., Lieutenant Colonel, K: 

ASSOCIATE INVESTIGATORS: 

08.JtCTIVES 

To compare the "Gonosticon Ori-DOT" (formerly ''VD-G Ori-DOT") Sero
loaical Test for 1onorrhea with Thayer Martin cultures and smears 
in males who present foT diagno~is of possible gonococcal urethritis, 

TECHNICAL Af'PROACH 

All men presentin1 for diagnosis of 1onorrhea have a Gonosticon Ori
DOT Test and Thayer Martin Culture perfomed in addition to the smear. 
The test is performed on serum accordin1 to instructions and the end 
point is read, Results are compared to determine the efficacy of the 
test. 

Manpower: None 

Funding: None 

PROGRESS 

This project has been completPd, However, the principal investi1ator 
was reassigned before thr data could be evaluated, and therefore no 
results are available. 

Status: CompleteJ 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!.!1]&: Evaluation of Antiaens i n Fi re Ant Venom 

WORK UNIT Nu. : C-41-74 

PRINCIPAL INVESTIGATOR: Frank K. James, Jr., Colonel, to«: 

AjSOCIATE INVESTIGATORS : Hobert L. Pence, Major, MC 
Donald P. Driaaers, Captain, MSC 

OBJECTIVES 

To study the venom and/or i ts component parts and its effect on 
selective human volW1teers known to be sensitive to the fire ant 
venom. 

TECHNICAL APPROACH 

Venom was ga thered from the two imported species of ants and pre
pared for use in speci fic skin testina on fire ant SP.nsitive 
patients and controls. Twenty-five fire ant sens itive patients 
and 15 control patients were s tudied in detail. 

Manpower: None 

FWldina: $115.00 Consumable Supplies FY 1974 
$366,00 TOY FY 1974 
$ 75.96 Conjumable Supplies FY 1975 

PROGRF.SS 

These studies clearly revealed that sensitivities to the venom 
were at least 10-20 fold more sensitive than the commercially 
available fire ant antiaen. Pass i ve transfer was accomplished, 
althouah there is insufficient information (based on the few 
patients tested) to 111ake a final comment at this point. 

'lhi s study wi 11 continue iatherina : a) a areater patient experience, 
and h) furth or studies with both skin testina techniques, passive 
transfer, and tho AAS'I test . 

l b 
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C-41-74 (Continued) 

Status: On1oin1 

Presented at the "Iaported Fire Ant Research Conference" sponsored 
by the Department of A1riculture, Gainesville, Florida, 25-27 March 1975, 

Presented at the Texas Medical Association Annual Meetin1, San Antonio, 
Texas, 2 May 1975. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Intra-Oral Effects of Different Major Connector Desipls 
for Removable Partial Dentures . 

l«JRK UNIT NO.: C-35-73 

PRINCIPAL INVESTIGATOR: Larry D. Campbell, D.D.S., Lieutenant 
Colonel, DC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To determine the patient preference of different removable partial 
denture design~ during speaking, swallowins, eatins and resting. 

TECHNICAL APPROACH 

Two metal removable partial denture frameworks, one maxillary and 
one mandibular, were made for each of twelve dentists. During the 
seven day study period, the dentures were altered systaatically to 
produce a series of different co111111only used desipls. FOl&l' chanaes 
were evaluated on the maxillary fraaework, and two on the aandibular. 
Questionnaires were completed by the subjects durina and after the 
study . 

Manpower: None 

Fundina: None 

PROGRESS 

In general, major connector designs were better tolerated as the 
systematic alterations progressed. Only one subject selected the 
full palatal covera1e as the preferred maxillary major connector. 
Four ,ubjects chose the anterior posterior bar, and seven indicated 
the posterior strap as first choice. Of mandibular major connector 
designs, three preferred linsual platina while nine selected the 
lingual bo r. None of the subjects endorsed the final modification 
which required a thickcnina of the posterior strap. 

IR 
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C-35-73 (Continued) 

Conclusions: The partial denture desian does influence the ultimRte 
success of patient treataent. Patient acceptance and 

satisfaction depend upon loaical and purposeful placaent of all den
ture borders. Ease of speech, mastication, swallowina, and general 
comfort are affected by 4esian. This inveatiaation points out that 
removable partial denture patients show a definite preference for 
what is bein& placed into their 110uths. The final desian criteria 
must also depend upon multiple mechanical and bioloaical principles 
encol.D'ltered with each patient. The dentist prescribin1 prosthodon
tic treatment will have a solid basis for partial denture prescrip
t i on and desian if the biomechanical considerations can be tempered 
with the clinical preferences of the patient. 

Status: Completed. 

SUbmitted to the Journal of Prosthetic Dentistry for publication. 
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DEPARDIENT OF THE ARMr 
Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESIJ,fE 

TITLE: A Study of the Acceptability of Lateral Interocclusal 
Records by the Whip-Mix Articulator. 

WORK UNIT NO. : C-25-74 

PRINCIPAL INVESTIG.\TOR: L. James Bell, D.D .S., Major, DC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To evaluate clinically the use of lateral interocclusal records 
in settina the condylar elements of the Whip-Mix articulator; 
particularly to evaluate the acceptability of these records by 
the articulator. 

TECHNICAL APPROACH 

Twenty-five sub j ects were r:ho~.cn at random. The only qualifica
tion necessary was an optimum state of oral health. Two maxillary 
and one undibular alginate impressions were made on each subject. 
Two interocclusal record bases were constructed for each sli>ject, 
placed in the subject·'s mouth and observed for accuracy of fit and 
possible tissue contact. The interocclusal record, upon examina
tion by the inves t igator, had to show the followina in order to be 
usable : (a) no contact botween the record and the soft tissue, and 
(b) no contact between the teeth and the record base. The split
cast technique was used i n the mountina procedure. 

Manpow'!r : None 

Fundina: $385 . 30 Con~\Jlla~l~ Supplies FY 1974 

PROGRESS 

Of the fifty condylar set t inas obtained, ten were not accepted by 
the articulator . All of the interferoncc•s proven tin& the instru
ment frOlll beins adjusted occurred on the workina condyle side. 
Seven reaistrat.i.ons were impeded by the posterior wall of the 
condylar hou~ln1 nnJ three by th~ superior wall. Of those accepted 

20 



. . 

C-25-74 (Continued) 

the range of adjustability of this instrument varied from oo to 
25° for the medial ,uide, and from 15° to 70° on the condylar 
,uide. 

In spite uf the above observations, this instrument proved itself 
to be a useful tool in the dental anuuaentariwa for the followina 
reasons: 

1. The intercondylar width is semi-adjustable, 
2, The face-bow transfer is efficient and accurate. 
3. The instrument increases the dentist's diapostic 

ranae especially in evaluatina workina condylar 
direction, 

4. It is a well constructed and durable instrument. 

Status: Completed. 

Submitted to the Journal of Prosthetic Dentistry for publication. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 7&34 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESOO 

TITLE: A New Anesthet ic for Use in Oral Suraery 

WORK UNIT NO . : C- 33- 14 

PRINCIPAL INVESTIGATOR : J ohn A. Nespeca, O.D.S., Major, DC 

.\SSOClATE INVESTIGATORS: 

OBJECTIVES 

To detennine onset of act ion, duration, potency, side effects, 
and other di stinauishi na features of Bupivicaine Hydrochloride 
(marcaine) in oral suraical procedures. 

TEClt'-.ICAL APPROACH 

Two hundred s ixty-two patients were treated usin& randomly se
lected local anesthetic aaJnts •-Bupivacaine .25\ and .S\ with or 
without epinephrine and Lidocaine 2\ with or without epinephrine. 

The aaents were evaluated and compared by recordina four specific 
clinical parameters: (1) Duration ; (2) Onset; (l) First Pain; 
and (4) Total Medi cations. 

Manpower; None 

Fundin&: $99 2.69 Conswoahle Suppl i es PY 1974 

PROGRESS 

Bupivacaine, .5\ and . .l.S\ wi t l.out t'pinephrine, was vecy difficult to 
use. The ,...,set was proloneoJ and the anesthetic effectiveness was 
que~tional •e. The Pgent~ without ~pin~phrine were therefore aban
doned from the rcmR inJr r of the study. Lidocalno without epinephrine 
was likew i-;c JelctoJ fron, the study. 

om• wny a11aly-;is ul vnrlanco indi cateJ u slanificunt difference umona 
moan timl• of on,ot ftir t hl' threo oat'nts . 'l' - tost revealod that both 

22 

• 



,- - .... 

C-33-74 (Continued) 

strenaths of Marcaine required a lonaer tiae of onset than 
Xylocaine. There was, however, no 1ipificant difference of 
onset between the two 1tren1th1 of Marcine. 

The onset of first pain when coapared showed 1ipificant differ
ence amona the three aedications. T-te1ts showed sipificant 
differences when comparina Marcine to Xylocaine. There was also 
a sipificant difference with Marcaine .25\ coapared to Marcaine 
.S\ (p<.02). 

The total postoperative anal1e1ics had a sipificant difference 
amona the three aaents. T-te1ts showed a areater nuaber of post
operative medications were required with Xylocaine than with 
either of the two Marcaines (p<.001). The difference between 
the two streniths of Marcaine was not sianificant. 

Marcaine appears to be a safe local anesthetic quite effective 
for lona exten~ed durations. Patients require less analaesic 
support durina their early postoperative period and tolerate the 
lona duration of anesthesia without c011plication. Marcaine would 
be indicated i n those cases where severe postoperative pain is 
unavoidable . 

Status: Coapleted 
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DEPARnENT OF rnE ARMY 
Brooke Amy Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Histoloaic Examination of Plaster Sealed Osseous Coaaulua 
Grafts. 

l«>RK u.aT NO.: C-S-7S 

PRINCIPAL INVESTIGATOR: James J . Lane, D.D.S., Colonel, DC 

A~SOCIATE INVESTIGATORS: 

OBJECTIVES 

To deteraine i f plaster placed over osseous coaaulua arafts pre
vents the proliferation of epitheliua into the osseous defect, 
and allows connective tissue to fol'II a new attachaent with the 
root surface. 

TtCHNICAL APPROAOI 

Five patients requirin1 extraction of tl,eir reuinina aaxillary 
teeth for the insertion of an inaediate maxillary denture will 
have osseous coaaulua arafts placed in the base of the infrabony 
pocket. A plaster seal will be placed in the coronal portion of 
the bony defect to the alveolar crest of one tooth. Fourteen days 
later, a block section will be taken of the adjacent soft and hard 
tissue of the erafted ~urface of the tooth for histoloaic exuina
tion. At this time the r~mainina teeth will be re110ved and i•e
diate maxillary dentures will be inserted. 

Man_powe r: None 

FundinJ: None 

PROGRESS 

Thi s project is tcnnin~tcJ due to transfer of princiral investigator . 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Su Houtton, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Oral Transplants of Freeze-Dried Alloarafts . 

WORK UNIT NO. : C-12-75 

PRINCIPAL INVESTIGATOR: John H. Moyer, D.D.S., Major, DC 

ASSOCIATE lt-1' eSTIGATORS : James J . Lane, D.D.S., Colonel, DC 

OBJECTIVES 

To deter11ine whether freeze-dried bone alloarafts can be used in 
one, two and collbined one and two wall oral bony defects, with 
predictable results. 

TECHNICAL APPROACH 

The suraical site will be exposed via a buccal and linaual full 
or partial thickness mucoperiosteal flap. Intraosseous defects 
will be recontoured and one wall or two wall bony defects will 
be prepared by re• ovina the cortical place within the defect. 
The freeze-dried alloaraft aaterial will be aixed with sterile 
saline to a paste-like consistency and packed in and around the 
existina bony defect . The patients will be recalled one year 
post-araftina to re-open the operative site for evaluation and 
additional suraical intervention as indicated. 

Manpower: None 

Fundin&: None 

PROGR1:ss 

Approximately 20 of these arafts have been done, and none are one 
year postoperative at which tiu we are to reenter. 

Stntu" : OnJ&u in.r 
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DEPARTMENT OF nlB AJUff 
Brooke Any Medical Center 

Port S• Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: - The Effect of Desip Alterations Upon Abutaent Tooth Nobility 
with ReJ10vable Partial Dentures. 

WORK UNIT NO.: C-28-75 

PRINCIPAL INVESTIGATOR: John McCartney, D.D.S., Major, DC 

ASSOCIATE INVESTIGATORS: ------------------...... -
OBJECTIVES 

To determine via intraoral procedure• whether alterations in desip 
of the prosthesis have any effect upon the amount and direction of 
force transaitted to the abutaent tooth when a bilateral extension 
removable partial denture is subjected to forces upon its distal 
extension bases . 

TECHNICAL APPROACH 

A bilateral distal extension removable partial denture will be made 
abuttin1 with teeth 121 and 27. Teeth 121 and 27 will receive re
storation via full crown castin1s. The partial denture will have 
five re110vable components to allow for variation of claspin1 and 
comparisons of trans• itted forces to abutments. Tooth 121 will 
serve as the test abutment, movements buccolin,ually and aesio
distally to be measured by pressure gauaes attached to a fixed 
platform attached to teeth ff23-26. Alterations in the uster 
fraaework will aive infol'llation as to the relative influence of 
i ts component parts. 

~anpower: None 

Fundin1: None 

PROGRESS 

As of this date, teeth #21 and 27 have been restored, the master frue 
and all inserts have been adjusted in the mouth, and the function of 
all testina apparatus has been completed to meet clinically observable 
requirements. 

\ 
Status: Ongoing 
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DEPARTMENT OF THE ARMY 
Brooke A-ray Medical Center 

Fort Sa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Topical Vitaain A Acid in Lamellar lchthyosis. 

l«>RK UNIT ~O.: C-39-72 

PRINCIPAL INVESTIGATOR: Charles W. Lewis, M.D., Lieutenant 
Colonel, MC 

ASSOCIATE INTESTIGATORS: 

OBJECTIVES 

To evaluate and utilize an effective topical preparation in a selected 
number of deraatnses which are generally unresponsive to other thera
peutic modal i ties. 

TEOINICAL APPROACH 

Preparations will be applied topically to the affected area initially 
t.i.d. to the end point of cutaneous irritant denaatitis. Frequency of 
application is adjusted to several schedules, dependina on response. 
Patients will be closely followed with periodic medical photo1raphs 
and skin biopsies when indicated. 

Manpower: None 

Fundina: None 

PRor.rnss 

Three patients have under1one long ter111 use of topical Vitamin A acid 
to control the thick scales produced by ichthyosis, One patient re
cently was discontinueJ fro• the atudy due to loss of military eli1i
bility. Two other patients continue to show aood control of their 
skin condition and no adverse effects to the dru1, 

Since the medication is not commercially available, the study has 
been terminated. 

Status: Tc rminated 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICB 

INVESTIGATION PROJBCT RESUME 

I!!!!: The Application of the Fluorescent Antibody Technique to 
the Investiaation of Various Deraatoses. 

WORK UNIT NO.: C-44-72 

PRINCIPAL lNVESTIGATOR: Richard L. DeVil\ez, M.D., Lieutenant 
Colonel, t«: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To demonstrate the presence or absence of skin auto antibodies or 
antibodies in the epitheliwa or sera of patients with a variety of 
bullous and nonbullous denatoses. 

TECHNICAL APPROACH 

Application of standard fluorescent techniques for direct and in
direct imunofluorescense of skin biopsies. 

Manpower: 

Fundina: 

None 

$200.00 Consumable Supplies FY 1973 
$277.90 Consumable Supplies FY 1974 

PROGRESS 

A total of 125 skin samples and 20 renal biopsies were processed 
and run three times for control checks. Porty-five of the skin 
saaples were from outlyina posts u1in1 our special fixative. 
Thirty-two skin biopsies were positive for basement aeabrane 
fluorescence. 12 biopsies revealed vascular fluorescence, and 
other positive indirect tests were recorded. 

Status: Ongoing 
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DEPARTMENT OF THE AIOO' 
Brooke Affl!/ Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTI~TION SERVICE 

INVESTIGATION PROJECT RESlDI! 

~: The Use of Hydroxyurea in Patients with Disablina Psoriasis 

M>RJC LNIT NO.: C-58-72 

PRINCIPAL INVESTIGATOR: . Bobby L. Limmer, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To evaluate thf therapeutic efficacy and side effects of the anti
metabolite hydroxyurea in patients with disablin1 and incapacitatina 
psoriasis with or without arthritis. 

TEOiNICAL APPROACH 

With adequate docwaentatiun of severe psori asis and normal laboratory 
data, pat ients were started en 200 •1 of hydroxyurea at various time 
intervals dependin1 on severity of disease and response to previous 
medication . 

Manpower: None 

FW1dina: None 

i'ROGRJ:SS 

This protocol has been terminated due to transfer of principal 
investiaator . 

Status: Terminated 
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DEPAllTMENT OP THB AAM'l 
Brc.,oke Amy Medical Center 

Fort S• Ho111ton, T•xu 71234 
CLINICAL INVISTIGA.TIOlf SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Alcohol Withdrawal and Sleep Deprivation in the Production 
of Seizures. 

l«>RJC UNIT NO. : C-126-72 

PRINCIPAL INVESTIGATI>R: Carl H, Gunderson, M.D., Colonel, IC 

ASSOCIATE INVESTIGATORS: Tho• as L. Feher, M,D. 
Peter 8, Dunne, N.D. 

OBJECTIVES 

Coaparison of alcohol withdrawal and sleep deprivation in precipitatina 
seizures . 

TECHNICAL APPROACH 

Data has been col lected. 

Manpower: Non• 

Fundin1: None 

PROGRESS 

No proaress has been ude since last report; therefore, the project 
is terainated. 

Status: Terminated 
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DEPARTMENT OF THE ARMY 
Brooke Ara.y Medical Center 

Fort Sm Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: EEG and Other Correlates of Sleep Deprivation Seizures. 

WORK UNIT NO.: C-127-72 

PRINCIPAL INVESTIGATOR: Carl H. Gunderson, M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS : Thomas L. Feher, M.D.; Peter I. Dunne, M.D.; 
E. Liske, M.D. 

OBJECTIVES 

To compare sleep deprivation EEG's of patients who have had seizures 
followina sleep deprivation and those who have not. 

TECHNICAL APPROAOf 

Data has been collected. 

Manpower: None 

FWldina: None 

PROGRESS 

No proaress has been made since last report; therefore, the project 
is teminated. 

Status: Terminated 

ll 



DEPARTMENT OF 11tE ARMY 
Brooke Army Medical Center 

Port Saa Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Minocin Treatment of Gonorrheal Urethritis. 

WORJC UNIT NO,: C-129-72 

PRINCIPAL INVESTIGATOR: Charles W. Lewis, M.D., Lieutenant 
Colonel, K: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To ascertain the best therapeutic dose of Minocin for treatment 
of acute aonorrheal urethritis in outpatients. 

TECHNICAL APPROACH 

Evaluation of Minocin capsules in the tr~amtnet of aonorrheal ure
thritis in adult males, Two dosaae schedules are utilized with the 
drua randomized so that the physician does not know what dosaae the 
patient will be receivin1, 

Gram stains, cultures , and VD-G Ori-Dot test will be done pre-therapy, 
at 48 hours, and 7 days post-therapy. Blood will be drawn to determine 
serum levels of Minocin. These samples will be evaluated by Lederle 
Laboratories. 

Manpower: None 

Fundin,&: None 

PROGRESS 

Two hundred patients were entered into the study aroup with approxi
mately 100 patients completin1 follow-up evaluations. Data is pre
sently beina analyzed. 

Status : Onaoina 
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DEPARTMENT OF THE AJUff 
Brooke Amy Medical Center 

Port Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUNB 

TITLE: Phue III Study of Tobruycin -
WORK ~IT NO.: C-147-72-1 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, t«: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To evaluate the clinical efficacy of the aainoalycoside tobraaycin 
in the treatment of serious aru-neaative infections. 

TECHNICAL APPROACH 

Hospitalized patient~ were ,emitted to the study with the followina 
indications. 1. t'rinary tr"ct infection; 2. Gram neaative pneuaonia; 
3. Graa neaative •~psis and ba~tenllia; 4. Severe suraical wound in-. 
fections; S. Neonatal sepsis with or without •eninaitis. Routine 
he•toloaical, urinalysis and urine culture, liver function and renal 
function studies were perfor•d before, durina and followina therapy. 
Dosaae would not exceed 6 m;/ka/24 hours and serum concentrations 
were determined at three points durina the course. 

Manpower : None 

Fundin1: None 

PftOGRBSS 

Twenty-eia}\t patients with infections due to sensitive ara• -ne;ative 
oqanis111 have been treated. Biahteen had urinary tract infection 
as determined by colony counts of 1reater than 100,000 colonies of 
aram ne1ativ1 oqanis111 on aultiple clean catch or catheterized urine 
speci•ns. Of the re•inina 10 patitnt1, 5 had aru neaative ba~t•r
emia and Shad sipificant soft tissue infections. The averaae dose 
ranaed between 3 to S 1111/ka adllinistered in divided doses every 8 hours. 
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C-147-72-1 (Continued) 

At these dosap ranaes levels of 6 to 10 microaraas/al 1 hour fol
lowina infusion were obtained. All levels were below those pre
viously established for oto or nephrotoxicity and no toxicity was 
noted in the patient ,roups. All patients had a satisfactory clini
cal response althouah one patient developed a urinary tract infection 
secondary to Providencia stuartii followin1 therapy with Tobraaycin. 
A second patient with Pseudoaonas urinary tract infection presented 
a problem of rapid Tobraycin elimination. No alle11ic •nifestation 
or toxicity was noted and when compar$d to Gentaicin in a rand011ized 
fashion, there was a suagestion that less toxicity occurred in the 
TobTamycin treated patients. 

A portion of this material was presented before the Pourteenth Inter
science Conference on Antimicroblal Aaents and Chemotherapy in San 
Francisco, California . 

Status: Completed 
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DEPARTMENT OF 'Jl{E ARMY 
Brooke Aray Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESllotE 

TITLE: Neuroloay Workload Project. 

WORK UNIT NO.: C-149-72 

PRINCIPAL INVESTIGATOR: Carl H. Gunderson, M.D., Colonel, K: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To determine and compare workload of Neurolo1y Services at Class I and 
Class JI hospital and compare these with comparable civilian studies . 

TEOINICAL APP~CH 

All patients seen in Neurolo1y Services of Brooke Army Medical Center, 
Darnall Army Hospital, and Reynolds Arr; Hospital are being re1istered 
for a two week period. Information will be transferred to pWlch cards 
and card sorted. A second two week period will be studied at a later 
date and the data handled similarly. The two suplin1s will be com
pared for internal consistency. If they are interne.lly consistent, 
they will be combined and thP comparison made between the various 
hospitals and the civilian population. 

Manpower: None 

FLU1ding: None 

PROGRSSS 

No proaress has been made since the lut report; therefore, the project 
is terminated . 

Status: Terminated 

35 



I 
DEPARTMENT OF ntE ARMY 

Brooke Army Medical Center 
Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!!!,!!: Determination of Patch Test Reaction Ti• e 

WORK UNIT NO.: C-5-73 

PRINCIPAL INVESTIGATOR: Daniel B. Clarke, M.D., Major, MC 

ASSOCI/\TE INVESTIGATORS: 

OBJECTIVES 

To determine the sianificant patch te~t reaction times and locations 
with known allersens included in a standard patch test screenina tray. 

TECHNICAL APPROACH 

Photoaraphic documentation of patch test response at various times 
and body locations on kncwn posit.ive patch test reactor. 

Manpower: None 

Funding: None 

PROGRESS 

Terminated due to transfer of principal investiaator. 

Status: Tel'lllinated 
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OEPARntEN1' OF THE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESIIE 

TITLE: Evaluation of Cyproheptadine in the Manaaeaent of Patients 
with Idiopathic Chronic I111Unlc COllplex-lnduced Glo•rulo
nephritis: A Controlled, Double-Blind Cooperative Study. 

NORK UNIT ~O.: C-27-73 

PRINCIPAL INVESTIGATOR: Richard H. Merrill, M.D ., Major, K: 

~SOCIATE INVESTIGATORS: Daniel A. Nash, Jr., M.O., Major, r4: 
David B. Olin, M.D., Major, K: 

OBJECTIVES 

This study was desianed to arrest chronic complex-induced 1loaerulo
nephritis in huaans by prtvenina antiaen-antibody complex deposition 
in the capillary loops in the aloaeruli. 

Manpower: None 

Fundi "i: None 

J'ECHNICAL APPROACH 

PROGRES4i 

Tcrllinatcd due to lack or patient! 1119etin1 protocol criteria. 

Status: Teminated 
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DEPARTMENT OF THE AJOfi 
Brooke Al'II)' Medical Center 

Fort S• Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUNE 

TITLE: The Siaultaneous Detenaination of In,tantaneous Aortic Flow, 
Kiah Fidelity Intracardiac Pressures, Intracardiac Phonocar
diography, Echocardioaraphic Diaensions, and Derived Indices 
in M~n. 

WORK ~IT NO.: C-28-73 

PRINCIPAL INVESTIGATOR: Joseph P. tillrao, M.D., Major, N: 

ASSOCIATE INVESTIGATORS: Georae M. McGranahan, Jr., M.D., Colonel, NC 
Hal A. Martin, M.D., Major, MC 
Jaaes P. Dorethy, M.D., Major, NC 

OBJECTIVES 

1 . To develop new techniques in cardiac catheterization, especially in 
the area of multi-solid state sensor catheters includina hiah fidelity 
pressure sensors and electro•anetic flow meters. To utilize hiah speed 
biplane an1io1raphy and external echocardioaraphy in conjunction with 
such techniques. 

2. To utilize these techniques to define sophisticated paraaeters of 
ventricular function in patients with various cardiac diseues. 

3. To develop specialized computer-assisted analyses of the data 
derived from such studies. 

4. To quantitate left ventricular hydraulic output power. 

S. To measure aortic and pulaonary artery input iapedance by Fourier 
analysis and to determine the effect of chanaina physioloaic states 
upon the iq,edance. 

6. Detailed description of multiple specific objectives are to be found 
in the oriainal protocol. 

TECHNICAL APPR~CH 

All patients (Adult) coaina to routine riaht and left heart catheteri:a
tion are evaluated in the usual manner by a cardiac fellow prior to 
catheterization. This evaluation include• 1trip chart echocardioaraphy 
to determine the patient's suitability for certain aspects of the protucol. 
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C-28-73 (Continued) 

Durin1 catheterii.ation, a special ~ustom desianed triple-tip ri1ht
sided catheter is introduced into the ri&ht heart such that simul
taneous hip fidelity pressures are measured fro• the pulaonary ar
tery, ri1ht ventricle and right atri\lll, A second, more conventional 
catheter is also introduced into the pulmonary artery for pm-poses 
of blood speciaen withdrawal, etc, The left heart is catheterized 
usina a • ul!iph sensor custom-desiped catheter such that hi&h fi
delity left ventricular and left atrial pressures are measured as 
well as ascendin& aortic electrou1netic flow velocity. Patients 
are studied durin& both rest and supine exercise; and in some pro
tQcol s, dependin1 on the patient's disease, they are studied util
izina a variety of other stresses. Followin1 the collection of 
h•odynaai c data, the patunts under10 external echocardioaraphy 
while simultaneously 1118asuring pressures and flows, and the study 
is terminated usin1 bi.plane ventrir11lar anaioaraphy and coronary 
arterioeraphy if indicated. ~ll patients also under10 an aortic 
root an1iography for the pu:.·poses of deteralnin& aortic root dia
meter which is necessary to ~onvert flow velocity to flow itself, 
An on-line Honeywtll 316 computer presently exists in the labora
tory and is capable of saaplina all p£e11ures, electrocardioarams 
and flow simultaneou~ ly, This ct>11puter will print out the results 
of all of these parameters w• !.Lately, simplifying the data analy
sis imensely. Specially des11ned research pro1ramain1 for the com
puter was added: electro-mechani cal and f low time intervals and 
hydraulic output power are calculated and displayer!, A Fourier 
analysis proaram ~~ed tu cumpu~e impedance will soon be i11pl•ented. 
An1io1rams and echocardiograa3 are analyzed usina HewlP-tt Packard 
proaramab le calculators 11Lnd dl[(i tizer. The nPwly ac-qui7:ed patient 
data storaa~ system (mass memv ryJ is b~i111 used to aather statisci
cal data on a scale n~t previously possible. 

ManEower: 2LT (9 IJl>nt hs) 
ll r (3 months) 
E-4 (l Z month!) 

Fundin1: $33, 65; 4 ,lDCA5E FY 1975 
$ 12~,16 1)11 ri uRble Supplies FY 1975 
$ l ,Ol R. OQ f l FY 197S 
$29, 3~ •. 2~ ,-.U:. ll~A.C: e FY 1974 
$ 862 .4u Capi ~ •. ~ Equi p11ent PY 1974 
$43,573.00 ~onswaable Supplies PY 1974 

l :ontractmal Svc) 
$ l,19S,f>8 TOY FY 1974 
$43,300.00 PBMA PY 1973 
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C-28-73 (Continued) 

PROGRESS 

Since last year's report, 1i111ificant pro1ress has been aade in the 
developaent and impl•entation of research proaraming for the cathe
terization laboratory computer. Blood flow in the ascendin1 aorta 
has been carefully studied, and measurements of peak values, duration 
and tiain1 of the flow pulse have been made in more than fifty patients. 
The Echocardi~gram vs. An1ioaram study has been expanded to thirty-seven 
patients. New studfos to measure hydraulic power and ventricular geo
metry ar~ under way. Alaorithms suitable for coaputing frequency spec
tra and complex impedance in the vascular system have been developed 
and will be implemented. 

''The Dynamics of Left Ventricular Ejection in Man Utilizin1 New Tech
niques in Cardiac Catheterization." Presented at the Cardiovascular 
Research Seminar,, Univers ity of Texas Health Science Center, San An
tonio, Texas, Septellber 1974. 

"The Dynamics of Left Ventricul ar Ej ection Utilizin1 New Techniques in 
Cardiac Catheterization and Cont inuous Indices of Ventricular Diameter 
and Volume Ut il hina External r:,·hocardiugraphy." Presented 11t Special 
Research Seminar, School of AerospRce Medicine, Brooks Air Force Base, 
San Atnonio, Te~as, October 1974. 

''The Ejection Characterist ics of IHSS. " PTP.sented as part of a panel 
discussion of the Medical and Surgical Mnnnaement of Idiopathic Hyper
trophic Subaortic Stenos is , 47th Scientific Sessions, American Heart 
Association, Dallas, Texas, November 19i4. 

"A Simple Technique for Obtaining Continuous Left Ventricular Diaaeter 
and Derived Indices fro111 .;trip Chart Echocardio1raphy." Presented at 
47th Scientific Session•, of the Amer ican Hei1rt Association, Dallas, 
Texas, November 1974 . 

Invited lecture t? the La!"Mec Society, entitled "Instantaneous Pres
sure-Plow Dyno ics: Gene! is nf .~eart Sounds and r.tamurs". 47th Scien
tific Sessions of th<' .\mnlcan Heart Association, Dallas, Texas, 
November 1974 . 

''Transmural Myocardial In t:urction wi thout Deaonstrable Coronary Oc
clusion." Presented at the 47th Scit""ntific Sessions of the AlleTican 
Heart Association, Dallas, Texas, November 1974. 

Invited lecture "Biomedical Instrumentation," pretented to the Bio
Enaineerin1 Section, University of Texas Health Science Center, San 
Antonio, Texas, December 1g74 _ 
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C-28-73 (Continued) 

Participation in the Cardiac Cli.nic enti tled "Modern Methods in 
Evaluation of Cardiac Disease" held in conjunction with the annWll 
sessions of the American Colleae of Cardioloay, February 1975. 

a. Contribution of High -Fi.delity Monometry and Flow Velocity 
Analysis. 

b. Contribution of Computers to the Cardiac Catheterization 
Lat> ..,ra tory. 

Fire5 ide Pane l as part of the Annual Sessions of the American College 
of Cardiology, entitled "Advanced Techniques for Evaluatin& Cardio
vascular Function" February 1975. 

"New Techniques in Cardiac Catheterization • The Advantaaes of Multi
sensor Cathete rs ." f iTst pri:z.c paper presented to the National 
Society of Cardiopulmonary !°E"chnologists , Miami, Florida, May 1975. 

Altobelli, S.A. and Mutio , J.P. ~ simple technique for obtainin& 
continuous left ventricular J.i,JUeter and derived indices from strip 
chart echocardioaraphy. Circulation, Supp III, 50:102, 1974. 

McGranahan, G. M., Murgo, J.P. and Uorethy, J .F. Transmural myocardial 
infarction without dP1110nstrabl c coronary occlusion . Circulation, 
Supp III, 50: 5~3, 1971. 

Oorethy, J.F . , Altobell i, S.A. nm Murgo, J.P . Right ,·en tricular• 
pulmonary artery impulse grad itmts in man durt.n11 rest and exercise. 
Circulation , Supp III, 50: 884, 1974. 

Martin, H.A., McGranahaP, G.M. and Murao, ,T r. The ej ection dynamics 
of IHSS in U1e presence and 3bse'lcP of gradit,nts. Circulat ion , Supp III, 
50:9'.H, 1974 . 

Murgo, J .P. The iynamic~ of t.,ft ,entricular ej ection in patients with 
normal h•odynamics. Circu lat ion, S JPP II I , SO: 936, 1974. 

Murao, J.P . v ~ntriculn• t tJon mechanics , how t he left ventricle 
works. Subn:.i tted to Ci 1cu at• to be published in a special suppk -
ment of a three day symposi um , 1t; • ' ''Physioloaic Principles of 
Heart Sounds and Munnurs 1974" lH• 1 rt in Pittsburgh, Pa . , April 1974 and 
sponsored by the American Hear t \ 3ocir,ti ~n and the University of 
Pittsburah. 

:itatus: Onau i aK 
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lJEPAR'DfENT OF llil: ARMY 
Brooke Army Medi cal Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT PESUME 

TITLE: Skin Window Studies in Trichophyton Hypersensitivity. 

WORK UNIT NO.: C-39-73 

PRINCIPAL INVESTIGATOR: Richard L. DeVillez., M.D., Lieutenant 
Colonel, MC 

ASSOCI,\Tf. INVESTIGATORS: 

OBJECTIVES 

To evaluate the type of cellular response in patients with tinea 
pedis as revealed by the skin window technique utiliiing tricho
phyton antiaen. 

TECIDHCAL APPROACH 

Apply alass cove r s l ips under occlusion over skin tes t site on 
forearms of patients with chronic t1 nea pedi5. Purpose is to 
evaluate the basophile and eosinoph i l response to funaal antiaenic 
stimulation as measured by the s~in w1n<low technique. 

Manpower: None 

Fun_dina: None 

PROGREc;s 

Th~re were no statistical d~f rctcnces b~twcen aroups. 

Status: Completed 



DEPARTMENT OF ntE ARMY 
Brooke M'tltf Medical Center 

Fort Sam Houston, Texas 7 8234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Evaluation of Calch.an Metabolism Durini Acute Renal 
Insufficiency. 

WORK UNIT N(.1. : C-40-73 

PRINCIP/1!.. INVESTIGATOR: Richard H. Merr ill , M.D., t.a.jor, f.C 

ASSOCIATE INVESTIGATORS : Daniel A. Nash, Jr., M .D., Maj or, MC 

OBJECTIV[S 

To detenaine the mechanism of hypercalcemia seen in some cases of 
acute renal insufficiencv . 

TI=CHNlCAL Af PROACH 

All patien ts "1i th a cute renal failure wi!l be s ur,eyed. They will 
be divided into t~ o groups in an alternate manner. The usual dietary 
and ch•otherapeutic wodaliti es for treating acute renal failure will 
be employed . Hemodialysis and p<-ri toneal dialysis will be reserved 
for those patients ~ho are ur~nic or i n whom fluid and potassium 
balance cannot be cont roll ed by conservative moons. Sena phosphmus 
will be maintained uelo"- 6 mg\ in one 1rroup, and the second &roup wi. 11 
10 Wltreat&'i , For those abl e to ea t , lUOO mg calcium and 1500 ma 
phosphorus wil l be offrred. Per~utaneous renal biopsies will be 
examined by li1ht microsco~-y , el ·ctr on microscopy , and i1111ainofluor
escent microscopy. Pat ie1 ts with acute renal insufficiency will 
have three b-hrur d ialysec.. a wc•Jk . Serial deteminations will be 
done to detect any 1oani fes t11tiolls of hyperca lcemia. In addition, 
serum para thyroid hPrmon( ~- ll 1 he measured and an at tempt will be 
made to correlate the hypercalcem ia that is frequently seen fol
lowing arute renal insuffi ~ioncy with increased parathormone secre
tion. 

In those patients deve loping hypercalcemia in the diuretic phase, 
cffoTts will h" madr t o suppress parathonnone secretion by calcium 
infu-;ion or phosphun1 s depleti on . When pos'4ible weekly eye exami
nat1u11 will hu performl'd to docum<'nt early metastn tic calcification. 
Skln hlO('!->l o!'t will he 11111dvzcJ for calci~. 

-t 3 



C-40-73 (Continued) 

Manpower: None 

Fundin1: None 

PROGRESS 

To date no patient has been entered into this protocol. 

Status: Ongoing 
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DSPAR'IMENT OF nm ARMY 
Brooke A.ray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!.!:!1!= Association of IIDDLlne Complex Renal Disease in Hepatitis. 

WORK UNIT NO.: C-41-73 

PRINCIPAL INVESTIGATOR: Richard H. Merrill, M.D., Major, MC 

ASSOCIATE INVESTIGATORS : Gerald A. ltia tt, M.D., Major, PC 

OBJEC'ITVES 

To determine the incidence of immune complax elomerulonephritis in 
a.cute hepatitis . 

TECHNICAL APPRO.ACH 

All patients with hepatit is assoc.iated :i.ntiacn po!»i tive hepatitis 
will be studied. Any patient who demonstrates abno1"111,&1ities of 
renal function by depressed cre,1t i.nine clearance. abnormalities 
of urinary sediment or proteinuria will be considered for renal 
biopsy. Biopsy will be subllli tt~d f or light, electron, and i11111U110-
fluorescence llicroscopy. Those patients demonstratina an i•une 
complex t ype of nephriti s will be further studied for the presence 
of hepatit is associated antig~n antibody complexes in the renal 
glomerulus . 

Manpower: None 

Fundina: None 

PROGRHSS 

To date, 13 patients anrl 76 urine st~d j cs have been performed, 
Evaluation of the materi ll l to date indicates that no satisfactory 
data will be l&thcred from this particular approach to immune com
plex 11011,rulonephritis. fherefore, the protocol is terminated. 

Status: Terminated 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!!!!!= !!!. vitro Susceptibil ity of Candida and Torulopsis Species 
Isolated from Hospitalized Patients to Nystatin, 5-Fluoro
cytosine and Amphotericin B. 

WORK UNIT NO.: C-2-74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To compare!!!_ vitro susceptibili ty of Candida and Torulopsis species 
isolated from patients who are receivina broad spectrum antibacterial 
or antifungal aaents against simi lar species isolated from hospitalized 
patients who are not receiving such agents. 

TECHNICAL APPROACH 

One-hundreJ-ond isolates were tested aaainst Nystatin, Amphotericin 8 
and 5-fluorocytosine. Strains isolated from patients were studied. 
Sensitivity testina was done by tube dilution technique, carried out 
in duplicate for each isolate. 

Manpower: E-S (4 months} 

Fundina: None 

PROGRESS 

Since the last progress report these 101 strains have also been tested 
to Candic:.iuin, a polyene antifunaal aaent. All of the strains tested 
were sensitive at 0,195 mc1/ml or less. There was a 16\ resistance to 
S- f!u~rocytosine; however, nll oraanisms were sensitive to both Ampho
tericin Band Nystatin . Whon the dearee of sensitivity with the three 
polyene ant i fungal a~P~ts Amphotericin B, Nystatin and Candicidin were 
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C-2-74 (Continued) 

coapared, there was a suaaestion of dissimilarity with certain 
strains beina sensitive to one aaent at very hi&h MIC's and to 
one of the other aaents at very low MIC's. This sugaests the 
potential of stepwise resistance and further evaluation of this 
potential resistance with comparison to a content of eraosterol 
within each of the strains is planned. 

Status: Onaoin& 
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DEPARTMENT OF THE ARMY 
Brooke Al"IIY Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Physioloaic Evaluatio~ of Pul110nary Status in Patients 
Under1oin1 Renal Dialysis . 

WORK UNIT NO.: C-4-74 

PRINCIPAL INVESTIGATOR: William W. Burain, Jr., M.D., Lieutenant 
Colonel, MC 

i\SSOCIATE INVESTIGATORS : Robert B. Blumer, M.D., Lieutenant Colonel, MC 
Richard H. Merrill, M.D., Major, MC 

OBJECTIVES 

To evaluate the pulmonary function in renal dialysis patients both 
pre- and post dialysis, to better ascertain the physiolo1ic changes 
which take place in the lung. 

TECHNICAL APPROACH 

Twelve patients in the dialysis program at Brooke Army Medical Center 
have been evaluated pre- and post dialysis as to the effect dialysis 
has on pulmonary function capability and oxy1en carryina capacity of 
the blood. 

Manpower : None 

Fundina: None 

PROGRESS 

Generally, the studies ar~ ~s predicted in that the patients who undergo 
pulmonary function evaluation before dialysis tend to do more poorly 
than those same patients after underioina dialysis. The study is pre
sently proceedlni more slowly because of discrepancies in the 2-3 DPG 
studies, when compare~ with the Pso values beforo and after dialysis. 
These spurious Jata must bo oxplained heforo this invt'sti1ation is 
,loemed repo rtab 1 e . 

Stutus: Ongoina 
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DEPARlMl!NT OF THE ARMY 
Brooke Arrq Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION S€RVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Phase II Study of Aminoalycoside Antibiotic BB-KS. 

WORK UNIT NO.: C-8-74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, t«: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

1. To evaluate therapeutic effectiveness of BB-KS in the treatment 
of hospitalized adult patients with infections caused by susceptible 
pathoaens. 

2. To establish an optimal therapeutic dosaae schedule for BB-KS 
which is safe and effective. 

3. To establish a side effect p:rofile for the drua. 

4. To obtain information on the clinical phamacololY of the drug 
in diseased patients. 

TEOiNICAL APPROACH 

BB-KS is aiven by deep intramuscular injection at the appropriate 
site at a dose not to exceed 7.5 ma/ka every 12 hours. Each patient 
and his clinical record will be evaluated twice a day throu1hout the 
course of drua therapy. Patients with urinary infections will have 
repeat urine culture and colony counts at 48 to 72 hours after ini
tiation of therapy. Each pat ient will be followed by daily urinalysis 
with microscopic examination; BUN and creatinine determinations will 
be performed every 48 hou1s throu1hout the period of drua administra
tion. Audiograms will he perfol"llled on the 3rd, 6th and 10th days of 
therapy. Appropriate specimens will be forwarded to Bristol Labora
tories for determination of BB-KS ,oncentrations. Appropriate post 
trcntment culturec; will he obtained at the conclusion of BB-KS therapy. 
Rupcat chost x-ray!I will be obtained MJ pnti~nts with s11pticemi11 will 
hl\vo pust treatmont blooJ culturc!I. 

~unpuwur: t-5 (.! 1111.mthli) 

PW1din1: $51.30 ~onsumablo Supplies FY 1974 
$82 .74 Consumable Supplies FY 1975 
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C-8-74 (Continued) 

PROGRESS 

Prelillinary laboratory investiaation documented that 75\ of gram 
neaative ?raanisas resistant to standard aminoglycoside anbiotics 
were sensitive to 88-KS. This preliminary evaluation demonstrated 
that the Kirby-Bauer zone diameter site did not necessarily corre
late with the tube dilution sensitivity technique in determinina 
susceptibility or resistance, One patient with o3teomyelitis se
condary to Serratia marcescens has been treated. There was no 
evidence of renal or auditory toxicity and durina the course of 
therapy cultures reverted to neaative. The drainina sinus healed 
and the patient was discharged from the hospital. While it is not 
to be assumed that cure of chronic aram neaative osteomyelitis oc
curred, it was evident that a satisfactory cl inical response with 
shortenina of the hospital stay had been the result of this patient's 
treatment. Further investiaations are planned. 

Status: Ongoina 
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DEPARTMENT Of- THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston. Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

Phase III Clinical Study of Intravenous Veracillin 
(Sodiua Dicloxacil lin). 

WORl UNIT NO. : C-9-74 

PRINCIPAL INVESTIGAroR: Theodore R. McNitt, M.D., Major, MC 

ASSOCIATE INVESTIGATORS : Barry Sie-ger . M. D • • Major, MC 
Preston Cannady . M.U . , Major, MC 

OBJECTIVES 

To detemine efficacy and safety of intravenous veracillin when 
used in the treatment of infections due to susceptible oreanisu. 

TECHNICAL I\.P PROACH 

Patients were i ncluded after gi vin1 appropriate informed consent 
when evidence of an infecti on due to a susceptible oraanis• was 
present. Laboratory evalJad on i ncluded a complete blood coW1t. 
differential and platelet us ti~~tion , l i ver f\Dlction test, renal 
f\Dlction te5 ts. uri nalysis as wel l as serum creatinine and BUN. 
All examinations were perfol'tled within 24 hours prior to startina 
therapy and every fifth day of t herapy. At the c~aclusion of ther
apy• repea t laboratory evaluation was carried out . Cul tures fro• 
the appropriate s i t e were repeated during and after cessation of 
therapy. Dicloxacilli n w~s used in the standard dose of 1000 mg 
q6H IV in severe infecti ons or a dos e of 2S0 to S00 ma q6H IV for 
minor wound or sot t t issue infocticns . Serum killing levels were 
determined using ~tandard techniques with patient's serum. 

Manpower : E-S (4 mon th ,;J 

Fwidin1: Ni.me 

PROCRl:SS 

Srnco t h" in1titut llm of thls protocol. threo patJonts were trt"ated 
wi th lntravonous Veraci ll in Tho indication!l for therapy haJ been 
cxtonsi vc ce llul i t i , rn tw,, ,mJ al,~ co!IS fora1tion in one . Clinical 
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C-9-74 (Continued) 

response occurred in all three patients, however appeared to be 
delayed in two of three patients. No alleraic • anifestations or 
drua toxicity were noted. Initial inforution in relationship to 
the drua suaaested that prolonaed hiah blood levels miaht be pre
sent followina the intravenous use. This was not confir• ed in 
the three patients studied to date. Peak senua levels of 7 to 10 
aicroar11111 occuned 1 hour after infusion. Levels obtained S hours 
post infusion had fallen to 2 •ca/al or less. It was therefore 
felt that the antibiotic should be administered more frequently, 
perhaps every four hours. In discussina :hese probleas with the 
manufact~rer it became apparent that intravenous Veracillin while 
perhaps effective was of limited value and a decision was ude to 
cease manufacture of this drua, therefore the study was discontinued. 

The results of interest in the study prompted perdstent investiaa
tion of siptificant Staphylococcal infections and as a secondary 
result two abstracts have been submitted to the Fifteenth Inter
science Conference on Antimicrobial Aaents and Che110therapy in 
Washinaton, D.C . The first abstract is a review by Dr. Barry E. 
Sieaer, Assistant Chief of Infectious Disease, of 40 cases of 
Staphylococce• ia which have been seen over a two year period in 
the Institute of Suraical Research. Fifty-two and a half percent 
of these involved Methicillin resistant staphylococci where this 
was defined by a mean inhibitory concentration of 12.S microarams/ml 
after an overniaht incubation at 37°c, in a ~tandard tube dilution 
assay. Resistance developed durina the treat• ent of 7 of these 21 
strains with at least a 2 tube increase in the mean inhibitory con
centration. Clinically there was li ttle difference betwEen the 
pattern of diseases shown by the resistant or sensitive oraanisas. 
Apart from a wound infection in 45\, pneumonia was the most coDDDOn 
tissue infection (42.S\) followed by suppurative ~hlebitis (22.S\), 
myocarditis (17.S\), and endocarditis (12.S\). Simultaneous bacter
emia with other oraanisas particularly aru neaative rods was found 
to be very coin.~on. Staphylococcemia was observed with a mean of 
14. 3 days followina admis~1on to the Burn Unit and invariably fol
lowed coloni:ation or infect ion of other body sites. Overall mor
tality rate was 72 .S\. Response to antibiotic therapy was obscured 
by the coexistence of mul tiple disPases and retarded by the presence 
of undrained abscesses in so~r cases . A similar nu•ber of cases are 
known to have existed over a preccd irg two year period. This was 
considered to be the largest outbreak of staphylococceaia due to 
Methicillin res istllnt staph at a sinale Center heretofo~e described 
in the United States. 

i\c; u result of the evaluation of this problom with Staphylococcemia 
particularly in re!ationshlp to the ~ndocarditis, therapy with Van
comycin was ova!uatoJ. '"10 suaacstion of roplJ untib iotic c learance 
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C-9-74 (Continued) 

in bum patients coupled with the occurrence of several cases of 
endocarditi1 due to • eihicillin resistant Staph Aureus prompted 
the study of the Vancoaycin kinetics in bum patients . Vancoaycin 
was adainistered in 15 minute infusions every 6 hours with serum 
Vancoaycin levels by bioassay aeasured prior to infusion at 1/2, 1, 
2, 3, 4, 5, and 6 hours fro• the start of infusion. Six hour cathe
teriied urines were obtained for Vanco• ycin and Creatinine . The 
followina results were obtained: In patient 11, followina a dose 
of 500 mg , a baseline Vancoaycin level of 7.2 aicroaraa/al, a peak 
level oi 20 • icroaraa/al with a T~ of 1.7 hrs 483 •a were excreted 
in 6 hours in the urine . Creatinine clearance was 107 cc/• inute. 
Patient #2 received a dose of 350 mg. His baseline level was 3.7 
• icroaraa/ml with a peak serum level of 23.5 • icroaraa/al and a 
half-life of .9 hours. 314 ma were recovered in the urine within 
6 hours. Creatinine clearance was 99.8. Patient 13 received a 
dose of 500 ma. Baseline leve~s were 17.5 with peak serum levels 
of 40 microaraa/ml. Tis was 2.1 hours and 370 ma were recovered in 
the urine in the first 6 hours of treatment. Creatinine clearance 
was 49.6. Patient #4 received 500 mg at a bueline level of 13 
with a peak of 25.7 • icroaru/ml and a half-life of 1.7 hours. 
Urinary concentrations and creatinine clearance were unobtainable. 
The final patient received 500 •a havina a serua bueline level of 
4.3 and a peak of 39 • icroaraa/ml and a haif-life at 1.5 hours. 
These results indicate that Vancoaycin half-life is not unusually 
short in bum patients and standard dosage intervals produce ade
quate drua levels. Monitoring of Vancomycin levels especially in 
patients with decreased renal function appears to be indicated. 
Further evaluation of these findinas are in order. 

Status: Completed 

"Vancomycin Kinetics in Burn Patients." Submitted for consideration 
for presentation at the Fifteenth lnterscience Conference on Anti
microbial Aaents and Chemotherapy, Washington D.C., Septellber 1975. 

"Methicillin Resis tant Staph1lococci (MRS) in a Burn Unit: Clinical 
Aspects." Submitted for consideration for presentation at the 
fifteenth lnt,. rsdence Conference on Antimicrobial Aacnts and 
Chemotherapy, Washinaton u.c. , September 1975. 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!!,!1!: Class II Clinical Study of Ticarcillin (BRL 228) 

WORK UNIT NO. : C-10-74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Barry Seiaer, M.D., Major, MC 
Preston Cannady, M.D., Major, t«: 

OBJECTIVES 

To evaluate the effectiveness and safety of various dosaae~ of ticar
cillin in the trea:• ent of infections in hospitalized patients where 
those infections are the result of susceptible oraanisms: E.coli, 
Proteus mirabilis, Proteus mor1anii, Proteus rett2eri, Proteus"""vuTgaris, 
Providencia stuartii, Pseudomonas aeruginosa~ Mima, Herellea, Entero
bacter aero2enes, Ente~>bacter cloacae, Cito acter freundii, and 
Serratia marcescens. 

TECHNICAL APPROACH 

Patients with infections secondary to sensitive araa neaative rods, 
after receivina informed consent, were treated with intravenous Ti
carcillin at a dose of 300 ma/ka/24 hours. CBC, platelet and bleedina 
time, SMA-18, urinalysis, urine culture and susceptibility testina was 
done when indicated. All examinations were performed prior to startina 
therapy, durina therapy and 24 hours followina cessation of therapy. 
Antibiotic levels were obtained. Usina a random nuaber table, patients 
were randomized either to a Ticarcillin cateaory or a Carbenicillin 
cateaory. 

Manpower: E-5 (2 months ) 

J,undin2: $262.86 Consumable Supplies PY 1975 

PROGRESS 

Initially three patients were treated with intravenous Ticarcillin 
for trentment of urinary tract infections with Pseudomonas aeruai
nosa. ln all thrco cnsos prompt clinical response occurred and no 
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C-10-74 (Continued) 

adverse reactions were noted. Blood levels between 40 to 80 • ca/al 
with ur{nary levels of 2000 to 4000 • ca/ml were obtained. Subse
quently an additional eiaht patients have been treated in randomized 
fuhion, four have received Carbenicillin and four have received Ti
carcillin, at the same ,\01aae re1imen initially used. Durin1 this 
phue of testina, phlebitis developed in three of the four patients 
treated with Tlcarcillin and a skin rash developed in the fourth. 
Because of this extraordinary hi1h incidence of adverse side effects 
further study was suspended until a new lot of antibiotic had been 
obtained. flli1 antibiotic is currently available and with chanaes 
in the dosaae reai• en the testina will be undertaken. 

Status: On1oin1 
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DEPARnENT OF THE ARMY 
Brooke Army Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Platelet Transfusion - Efficiency and Methods to Improve 
Current Results in Thrombocytopenia Patients. 

rK>RK UNIT NO.: C-16-74 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To improve the quality of platelet transfusions in thro• bocytopenic 
patients and platelet transfusion complications. 

TECHNICAL APPROACH 

Evaluation of methods of identifyina platelet antibodies by several 
methods includina Serotonin release, platelet factor III, imuno
injury, and platelet aaareaation procedure. Potential platelet 
donors are matched against serwn from platelet recipients to detect 
the presence of antibodies aaainst donor platelets. If antibodies 
are present, it has been shown that theso platelets would not be 
compatible and therefore have a shortened life span in the recipient . 
The question beina asked is ~hether patients with no evidence of anti
body by the above mentioned procedures would be able to survive nor
mally or at least for an extended period of time in the recipient. 

Manpower: E-3 (2 months) 

Funding: $345.15 Consu111abl f> Supplies FY 1975 

PROGRES!:» 

Several patient5 have been evaluated, and patients with positive 
antibodies aaainst platelets have now been obtained. Capability 
for performing platelet !'lurvival was established in the first week 
of April 197S, 11nJ tho procedure will bo set up in coordination with 
Nuc:l cur Mt•d1 c 11,., t.o 1•v11l11alo platt•lf"t survivul-. in p.1ticnts in thl' 
,war future·. 

SLutus: Ongu111K 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Correlation of Specific and Total IaE Globulin Levels in the 
Serum to Specific Skin Tests 

WORK UNIT NO.: C-18-74 

PRINCIPAL INVESTIGATOR: Bryan R. Updearaff, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Robert Greely, M.D., Lieutenant Colonel, MC 
Robert J. Lull, M.D., Lieutenant Colonel, MC 
Charles Lewis, M.D., Lieutenant Colonel, MC 

OBJECTIVES 

To correlate the levels of specific circulatina ~,tibodies in the 
serum with intracutaneous skin tests in moW1tain cedar sensitive 
patients. 

TECHNICAL APPROACH 

A total of 50 patients will be selected from the Allerar Clinic for 
study. Ten will be placed in each of five aroups based on reactivity 
of skin tests to mow1tain cedar anti1en as araded from 0-4+. These 
patient's serum will be evaluated for levels of total and specific 
IaE and the results correlated. 

Manpower: None 

Funding: $ 999. 00 Conswaable Supplies FY 1974 
$1,230.00 Consumable Supplies FY 197S 

PROGRcSS 

Fifty patients wcro studied with skin tests and scrum lgE (Fe specific 
to mountain codar). Result!I werl' evaluated to show that a positive 
skin test correlateJ to a positive RAST but the correllltion was not 
dlrol:t so that a more reactive skin test did not correlate to a morl' 
roul:tivc RI\S'f (scrum Pc specific IaE). 
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C-18-74 (Continued) 

In addition, 25 patients, who were treated with hyposensitization 
to Mountain Cedar, were studied before and at the end of the season 
and coapared to the placebo treated eroup of 25 patients. The re
sults show a sipificant reduction in RAST levels in treated group 
but no chan1e in the untreated aroup. 

Status: Onaoina 
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DEPAJl'lll!tn' OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Efficacy of Ninocycline in Patients with Staphylococcal 
Skin Infections • 

M>RK UNIT NO. : C-19- 74 

PRINCIPAL INVESTIGATOR: Stephen E. Ros tan, ilf .D., Major, MC 

ASSOCIATE INVESTIGATORS: Stuart Salasche, M.D., Major, MC 
Barry L. Davison, M.S., Captain, MSC 

OBJECTIVES 

To de110nstrate the clinical and laboratory efficacy of llinocycline 
in patients with staphylococcal skin infections compared to phen
oxymethyl penicillin. 

TECHNICAL APPROACH 

Thirty patients with suspected staphylococcal skin infections were 
treateJ for 7 days with either minocycline o~ phenoxymethyl peni
cillin in a double-blind fashion. Cultures were done on day 1, 3 
and 7. Positive staphylococcal cultures were tested for sensitivity 
and resistance by the Kirby-Bauer method of zone inhabitation to 
llinocycline, phenoxymethyl penicillin, tetracycline, oxacillin, 
cephalothin and erythromycin. Clinical observations were recorded 
on each visit. 

Manpower: None 

Fundin1: $256.00 Conswnable Supplies FY 1974 

PROGRESS 

Seventeen patients had staphylococcal infections. Minocycline 
appears to be a~ efficient as phenoxymethyl penicillin in the 
treatment of staphylococcul ski'l infections. 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Fort Sa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Hypertension with Polycystic Kidney Disease. 

WRK UNIT NO.: C-20-74 

PRINCIPAL INVESTIGATOR: Daniel A. Nash, Jr., Major, MC 

ASSOClAfE INVESTIGATORS: 

OBJECTIVES 

To study the volwne status and the renin-anaiotensin system in patients 
with polycystic kidneys and unexplained hypertension and to clarify the 
methanism(s) of the hypertension frequently present in patients with 
polycystic kidneys. 

TECHNICAL APPROACH 

Patients presentina with polycystic kidney disease, minimal renal in
sufficiency, and sipificant hypertension are admitted to this study. 
The patient's renin activity is determined in the context of measured 
peripheral volume and aldosterone production. Studies are performed 
durina volume expansion, contraction, and normal-volemic. Alternative 
explanations for hypertension are thorouahly excluded. The relative 
implication of volume versus renin in early polycystic disease hyper
tension is thus evaluated. 

Manpower: None 

FundinJ: None 

PROGRESS 

Seven patients have been evaluated. Only four have selective renal 
venous renin values. The results sua1est an overwhelming volume 
component, and viaorous diuresis has controlled blood pressure where 
vasodilators had been W1successful. However, sianificant right and 
left renal renin production differences seen in two of four patients 
remain unexplained. 

Status: Onaoina 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

:[!lg_: Coaparison of Radioactive Serotonin Release A11ay and Lyaphocyte 
Thymidine Uptake as a Moans of Platolot Antibody Identification. 

WORK UNIT NO.: C-22-74 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, Major, t,«: 

ASSOCIATE I~VESTIGATORS: 

OBJECTIVES 

To dotormine the relative specificities of these assays and to evaluate 
their clinical usefulness . 

TECHNICAL APPROACH 

Platelet antibodies are studied by the Serotinin Release Assa;-- as 
described in Journal of Cllnical Investiaation, January 1975. These 
are comprod with an assay d~scribed in the New Bnaland Journal pre
viously usina the Lymphocyte 'i'hymidine Uptake as a means of identi
fyin1 platelet antibodies. 

Manpower: None 

Fundi!"&: None 

PROGRESS 

':'his procedure has been done on two patients who have demonstrated 
platelet antibodies by the Serotonin release; however, they have 
not demonstrated an antibody by the lymphocyte thyaidine uptake 
mechanism. Evaluation of this procedure hKs continued in a limited 
fashion and has suaaosted that it is not useful for identifyina 
platelet antibodies as initially described in the literature. 

Status: Ongoing 
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OEPARTJENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RSSll4E 

!!!.!!,: Platelet Function in the Presence of Varied Platelet 
Antibodies. 

WORK ~IT NO. : C-23- 74 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To determine the capability of platelet function when stressed by 
a variety of platelet antibodies. 

l'J:CHNICAL APPROACH 

Bleeding time is evaluated whe:1 transfused platelets are given to 
a patient with known platelet antibodies. Once the platelet anti
body has been identified ·in the serm of a patient, this serum is 
incubated with normal platelets and platelet function is determined 
by measuring platelet factor III and doina platelet aagregation 
studies, 

Manpower : 

FW1din1: 

E- 2 (2 months ) 
E-3 (4 months) 

$196.00 Consumable Supplies FY 1974 
$420.00 Capital Equipment FY 1974 

PROGRESS 

Ten patients have entered the study but evaluation is incoaplete 
at this ti•. Thusfar, there are indicationa that the platelet 
isoantibodies when present in the serum will inhibit platelet 
fl.D'lction and, in fact, cause platelet agreaation and destruction. 

Status: Ongoln& 
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DEPARnENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Housto11, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Evaluation of Platelet Factor Four to Evaluate Hypercoaaulable 
States. 

WORK UNIT NO.: C-24-74 

PRINCIPAL INVESTIGAlOR: 

ASSOCIATE INVESTIGATORS: 

Robert P. Bowman, M.D., Major, K: 

OBJECTIVES 

To look at the plasma of patients who have a possible settina of hyper
coaaulability and to evaluate their plasma for platelet factor four 
activity. 

TECHNICAL APPROACH 

Platelet factor IV is material released by platelets when coaaulation 
occurs. It is thought that the releast of this material may occur when 
intra vascular thrombosis occw·s. This, of course, is connected with 
hypercoaaulable states where there is intravascular thrombosis coaeu
lation occurrina spontaneously. Patients admitted for thrombophlebitis, 
pulmonary embolus, or undergoing extens i ve surgery requiring continued 
periods of bedrest will be evaluated. 

Fundina: Non~ 

Several patients in Cardio l ogy Service have been evaluated. Slight 
difficulty with the platelet factor TV as5ay was initially demon
strated but this has been corrected. 

Status: Ongoing 



DEPARTMEKf OF THE ARMY 
Brooke A-ray Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Ophthal110lo1ic Manifestation of Candida Infection and 
Hypersensitivity to Candida in Rabbits. 

WORK UNIT NO.: C-26-74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, r«: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To study the natural history of candida infection in the eye. 

TECHNICAL APPROACH 

Twenty New Zealand white rabbits were utilized for the study. The 
groupina of the rabbis and experimental procedures were outlined 
in the oriainal protocol. At the time all aniuls were sacrificed, 
the eyes were submitted for quantitative culture which determined on 
the basis of nWm>er of oraanisu per aram of tissue obtained from 
one of the two eyes. The second eye was submitted for histologic 
examination with specific biopsies of the retina and uvea. 

Manpower: None 

FWldin1 : $106.2S Consumable Supplies FY 1974 

PROGRESS 

This pro j ect has been di 5continued teaporarily due to problems 
related to oraanism toxicity for the rabbits as well as the tech
nical difficulty in securing aniJDal caaes for the rabbits. 

Status: Ongoing 
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DEPARTMENf OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: A Randomized Comparat ive Study of Tobramycin and Gentamicin 
in Acute Urinary Tract Infections. 

l«>Rl UNIT .'lO.: C-27-74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, MC 

ASSOCIATE INVF.STIGATORS : 

OBJECTIVES 

To evaluate and compare the effectiveness of these two amino1lyco
side antibiotics in the treatment of acute urinary tract infections 
in hospital i zed patients ~:.ere those infections are the result of 
susceptible or1anisms . 

TEOINICA.L APPROACH 

A total of 30 patients were treated in random order with either 
Tobraaycin or Gentuu cin at a ~ose of 1 mg/ki q 8 hrs intramus
cu,.arly . Bo .;h aroups were treated for an average of 6. 5 days. 
Sixteen patients received Ger.tamicin and fourteen patients re
ceived Tobraaycin. Laboratory studies and evaluation of the 
patient included complete blood count with platelet estimate; 
SMA-12 plus 6; urinalysis; urine culture and when indicated sus
ceptibility testina , Al l examinations were performed within 24 
hours prior to starting of antibioti c therapy and were repeated 
every 5th day of antibi otic therapy. In addition, they were re
peated eve ry 24 hours after s toppin1 therapy. A fol low-up speci
men of urine was ol taJned S to 10 days followin1 the course of 
tr\jatment . 

Manpower : None 

FunJina : $39n. oo TOY FY 197 ~ 

PROGRESS -
ln this group of pubonts a~uu pyelonephritis wa~ di aanosed in 
six, acuto cystitis in e i aht of the patient 1roup trE-ated with 
Tohrnmyc in. r:our patif'nt!' had acute pyolonephl'itjs and 12 hnd 



C-27-74 (Continued) 

acute cystitis in the 1roup treated with Gentaicin. Mean sel'WI levels 
one hour after dose of Tobr•ycin was 3.9 aicro,raas/• l and 3.6 aicro
aruu/• 1 after a si.• ilar dose of Genta• icin. 'J'hw two 1roups had a 
siailar • ean aae. Abnoraal renal fwiction developed durina therapy 
in three patients receivina Gentamicin but in only one patient re
ceivina Tobraaycin. Suprainfection with a resistant Providencia 
stuart1i strain occurred d1Arin1 Tobraaycin therapy on one occasion. 
Recurrence due to a different strain occurred twice in the Tobra
mycin treated aroup within one week after therapy had been coapleted, 
but only in one patient treated with Gentaaicin had recurrence. One 
of the Gentuicin treated patients developed skin rash and eosino
philia which disappeared with ce11ation of drua therapy. These data 
su11est that Tobrlll)'cin is as effective as Gentaaicin in the treat
ment of acute urinary tract infection and may be less nephrotoxic at 
a siailar dose schedule. 

"A Randomized Comparative Study of Tobraaycin and Gentaaicin in Acute 
Urinary Tract Infections." Presented at the Fourteenth Interscience 
Conference on Antimicrobial A1ents and Cheaotherapy in San Francisco, 
California, 9-12 September 1974. 

Status: Completed 
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DEPARTMENT OF THE ARMY 
Brooke Array Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUMB 

TITLE: Factor VIII Activity/Antiaen Ratio in von Willebrand •s Disease. 
I. Epinephrine Effect. (Collaborative Study with W11l ter Reed) 

WORJC UNIT NO.: C-30-74 

PRINCIPAL INVESTIGATOR: 

ASSOCIATl INVESTIGATOR: 

Frederick R. Rickles, Major, MC, WRAIR 

Robert P. Bowman, Major, MC 

OBJECTIVES 

To study the effect of a stress on Factor VIII production and reactivity, 

TECHNICAL APPROACH 

Stimulate patients with epinephrine and measure Factor VIII antigen 
and coaaulant activity as well as platelet factor activity by several 
methods. Plasma will be collected over a two day period. 

Manpower: None 

Fundina : None 

PROGRESS 

Terminated due to the small amount of data obtained from Brooke Army 
MoJi cal Conter patients ,rnJ the large nwaher of patients availahle 
to l>r. Rickloii at othor J:al4lcrn medical centers. 

Stutus . Torminuted 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESU)£ 

TITLE: Effect of Antacid Therapy on Recurrences of Duodenal Ulcer. 

WORK i,.IT NG.: C-32-74 

PRINCIPAL INVESTIGATOR: Richard W. Welch, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Ancand Li ttaan, M.D. 

OBJECTIVES 

To determine whether antacid treatment in duodenal ulcer patients 
during asymptomatic periods prevents recurrences of complications. 

TECHNICAL APPROAOi 

Double blind prospective trial of antacid vs. placebo to assess 
recurrence rate in duodenal ulcer progress. 

Manpower: None 

FWlding: None 

PROGRESS 

There has been a high dropout rate due to reu1ignaent of active 
duty personnel and inability of some patients to regularly take 
medicine four times daily. At the pesent ti• it appears that 
eight of 23 s uhjccts entered will c011plote the study protocol. 
There arc approximately SO additional patients incorporated in 
this s tudy at lli11l•s VA Hospital. There have been no complications 
from the meJication . 

•; ralu:,: lhlKOIIII( 
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DEPA.R'I)IBNT OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Phytoh .. glutinin Stimulation of Sarcoid Lymphocytes. 

WORK UNIT NO.: C-36-74 

PRINCIPAL INVESTIGATOR: Hobert L. Pence, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Will i .llll W. Burain, M.D., Lieutenant Colonel, t-1: 
Robert L. Greely, M.D., Lieutenant Colonel, MC 

OBJECTIVES 

To study phytohemaaalutinin (PHA) stimulation of l~hocytes from 
patients with sarcoid and to investiaate possible suppr£ssion of 
lymphocyte response by plasma from sarcoid patients. 

TEOiNICAL APPROACH 

Described in prot~col. This involves s t udyina blastoaenesis of the 
lymphocytes of patients with sarcoidosis in presence of autoloaous 
or hoaoloaous AS+ blood, 

Manpower: E-o ( 6 months ) 

Fundin1: $2,068.50 Consumable Supplies 
$ 475,00 Capital Equipment 
$1,418.82 ConsW11able Supplies 

PROGRESS 

FY 1974 
FY 1974 
FY 1975 

Seven patients have been studied with sarcoidosis. The plasma of six 
of the patients caused sianificant suppression of their ly-.,hocyte 
responses to PHA. Becau,e of the small number of patients found for 
the study, no correlations can yet be made concernina suppression of 
lymphocyte response by plasma and extent or severity of the disease. 
These preliminary results do look encouraaina however. 

Status: Oncoina 
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DEPAR'IMENT OF lliE ARMY 
Brooke Army Medical Center 

Fort Saa Houston. Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: 'Ibo Evaluation and Treatment of Male Infertility. 

WORK UNIT NO.: C-39-74 

PRINCJPAL INVESTIGATOR: 

i\!:iSOCIATE INVlSTIGATORS: 

Carlos E. Menendez, M.D • • Major, r< 

Rudi Ansbacher, M,D , , Colonel, r< 
Mauro P. Gan1ai, M.D., Caolonel, MC 

OBJECTIVES 

To rule out any surgically or medically correctable causes of male 
infertility and to treat the idiopathic oli1osper11ic or astheosper
mic infertile patient with hl.lllan gonadotropin (H\llan chorionic 
1onadotropin) . 

TECHNICAL APPROACH 

The male partners of infertil(' couples will be evaluated initially 
with a semen analysis. lf this i s abnormal in any way then they 
will be evaluated by an endocrin~lo1ist. If no specific endocrine 
syndrome is fowid, the patient will then be Nfernd to Urolo1y for 
a biopsy of the testes, This is done to differentiate the patient 
who has no:nnal seminiferous tubule fwiction with blockade of the 
exit tubes frum those who have primary seminiferous tubule hypo
function. The patient who have no blockade of the tubes will then 
be given the opportunity to participate in this pro,ram which con
s ists of injecting them wi th hllllan chorionic 1onadotropin once a 
week ford minim\Jll of si x roon ths with periodic physical examinations 
and assays tor teHostl!T 11e arid semen analysis. Patients who have a 
specific endocr inn syndr,.me or a urolo1ical defect will receive the 
therapy indicat ed anJ "-'\ 11 uut he entered into the study. 

Manpower: Nono 

Fwiding: None 

PROGRESS 

Four men have entered this study and no conclusive results have been 
found, but we have noted other patholo1y as a result of our careful 
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C-39-74 (Continued) 

exUlinations and these people have been treated accordinaly. The 
•non the tre&tMnt are undeqoina periodic semen analysis and 
testosterone a11ays and, althouah we think it will be beneficial, 
it is not efficacious in every case. 

Status: On1oin1 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Effectiveness of I1111unotherapy in Mountain Cedar Pollinosis. 

WORK UNIT NO. : C-43-74 

PRINCIPAL INVESTIGATOR: Hobert L. Pence, M.D., Major, MC 

ASSOCIATE INVBSTIGATORS : Bryan Updegraff, M.D., Major, MC 

OBJECTIVcS 

To evaluate the role and effect iveness of allergy injection therapy 
with Mountain Cedar pollen extract in the treatment of hay fever and 
asthma caused by the pollen of th is plant. 

TECHNI:AL APPROACH 

Forty patients wi th proven Mountain Cedar pollinosis were divided 
into two 1roups of twenty each. One group was given inaunotherapy 
with Mountain Cedar Extract durina past pollen season and one aroup 
was aiven placebo. Patients were fo l lowed throuah the season in a 
double-blind controlled manner to quantitate symptoms and to evalu
ate effectiveness of i•unothcrapy . 

Manpower: E o (6 months ) 

Funding: $172 . 74 Consumable Supplies FY 1975 

PROGRESS 

Thirty-two patients completnd t he study. Patients receivina immuno
therapy had sianificantly fowcr S)'mp t oms than those receiving placebo 
(P .-:.ol) . Jn adJit ion, pa ti ents rcce iv ina i11111111nothorapy had a drop 
in serum Ial: lliB i n~ t '-lountain Cedar whi 1 c those lln placeho actually 
hnd u rl~o i 11 ~pt,df• •· l 111: . Thh Jifft-1l'nco wu -. ~i gnificant (P<.00.!) . 

Pre~ented to tho Southwo·lt ,\ l leriiy Forum, Houston, Texas, 13 May 1975. 

Status: CompleteJ 
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DEPARTMBNT OF 11U: ARMY 
Brooke Aray Medical Center 

Fort Sa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESIJG: 

TITLE: The Early Diaposis of Urinary Tract Infections. 

l«>RK UNIT NO. : C-44- 74 

PRINCIPAL INVESTIGATOR: Leslie M. Buraer, M.D., Lieutenant Colonel,~ 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To evaluate several aethods of rapidly establishina the presence of 
sipificant bacteriuria. 

TECHNICAL APPROACH 

The accuracy o! the urinalysis, nitrite test, and alucose test was 
co-.,ared with the urine culture in an effort to speed the diapos i s 
of urinary tract infections. 

Manpower: None 

Fundina: $332.00 Consumable Supplies FY 1974 
$ 27.16 Consuaable Supplies FY 197S 

PROGRESS 

Thirty patients were studied. It became apparent that the incidence 
of false neaative results was auch areater than SO\ with the alucose 
test and nearly a~ hiah with the nitrite test. The urine sediment -
the number of bactoria seen and not the number of white cells -
rclllllins the must accurate if not the most expedient determinant. 

St atus : Completed 
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UEPARTMENT Or l'HE ARMY 
Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

~: Rejection of Verrucae Vulgaris - A Clinical Therapeutic Trial. 
Parts I and II. (Collaborative Study with Letterman) 

WORK UNIT NO. . C-6- 75 

PRINCIPAL INV~STIGATOR: Joseph II. Greenberg, M.D., Major, MC (LAM:) 

ASSOCIATE INVESTIGATORS : Charles W. Lewis, M.D., Lieutenant Colonel, MC 
Nikolas Lapins , M.D., Major, MC 

OBJECTIVE~ 

To determine if induction of a delayed hypersensitivity reaction over 
a verruca vulaaris will cause destruction of the verruca and possibly 
cause regression of other vorrucac vulgaris not treated. 

TECHNICAL APPROACH 

Patients with verrucae vulgaris aareeina to participate in the study 
have their w:irts treated either "ith topical Rhus oleoresin (if they 
have a posi tive history of Rhus dermatitis) or they receive an intra
dermal injection of one of the commnn skin test antiaens into a wart. 
This aroup of patients is screened hy test ina with Mumps, Candida, 
PPD, SK-SD and Trichophyton , and the antigen givina the stronges t 
reaction is 5elected fo~ te ting . 

Manpower : ~fone 

1-'undina: ~one 

PRJr;llESS 

Sixty-two patients have complet~J Lhe eight week follow-up period of 
the study . It appears that only SK-SD , Trichophyton and the Rhus 
antiaen are effective in induclna a reaction in the warts significant 
enouah to result in rejccti0n of the wurl virus. 

Stutus: OngoinK 
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DEPAR'll£NT OF niE ARM'{ 

Brooke Array Medical Center 
Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATION PROJECT RESUME 

!!!!!= Incidence of Transient Bacterellia Durina Bronchoscopy. 

WORK UNIT NO.: C-8-75 

PRINCIPAL INVESTIGATOR: Preston 8, Cannady, Jr., M.D., Major, MC 

ASSOCIATE INVESTIG.6.TORS: Theodore R. McNitt, M.D., Major, ~ 
William W, Burgin, Jr., M.D., Lieutenant 

Colonel, r.c 
Robert B. Blumer, M.O., Lieutenant Colonel, r.c 

OBJECTIVES 

To dete:rai.ne the inc:-i.dence of bacter•ia as a result of bronchoscopy 
using the fiberoptic bronchoscope. 

TEOiNICAL APPROACH 

Patients Wldergoina diaanostic bronchoscopy, after havina aiven informed 
consent, had throat cultures perfor•d. Followina throat cultures, a 
blood culture was obtained at time zero. Bronchoscopy was performed 
and at S, 15 and 30 minutes followin1 bronchoscopy, blood cultures were 
obtained for aerobic and anaerobic specimens. Bronchial washinas were 
cultured durin1 the bronchoscopy and these culture results compared. 

Manpower : None 

Fundina: $4,705.00 MEDCASE FY 197S 

PROGRESS 

Twenty-five patients have been included in the study. The 25 patients 
did not include any patient who had been on antibiotics within three 
days of the study or who had either clinical or bacterioloaical evidence 
of sepsis or bronchopulaonary infections. Of the 25 patients, 11 had a 
singlo positive blood culture . The organism5 isolated included Staphylo
coccus cpidormidh in 4; Propionibacterium acnes in !;, Scrratia Marcl"sccns 
in 1 and t:orync,bacterium species in l. Throe aJdl. tlono I pat icnts had 
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C-8-75 (Continued) 

two blood cultures positive for Staphylococcal Epidermidis. 'fhroat 
cultures were unrewardin1 and bronchial washin1s were positive in 
19 of the 25 patients. In only two patients were the or1anisu ob
tained by blood culture similar to those obtained by bronchial wash
ines, Both of these or1anisms were Staphylococcus Epidermidis. No 
correlation existed between the length of the procedure, whether or 
not burshing or biopsy was performed and the presence of positive 
blood cultur~s. Clinical sepsis did not occur in any patient post 
bronchoscopy as evidenced by the absence of fever or hypotension. 

Th i s study supports evidence recently published concerning the ab
sence of siiJlificant bacteremia durin1 bronchoscopy. It wa~ felt 
that the high incidence of positive cultures were related to techni
cal aspects of blood culturina and represented skin contaminants. 
There is no evidence to support the use of S.B.E. prophylaxis in 
patients underaoing fiberoptic bronchoscopy, contrary to the present 
recommendations of the American Heart Association reaarding stiff 
tube bronchoscopy. 

Status: Ongoing 



DEPARTlENT OF 11iE ARMY 
Brooke Anrt Medical Center 

Port Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

~: Clinical Outpatient Alaorithm Validation - A Pilot Study. 

WORJC UNIT NO.: C-9-75 

PRINCIPAL INVESTIGATOR: Barry W. Wolcott, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Leslie M. Buraer, M.D., Lieutenant Colonel, t,«: 
Richard K. Tompkins, M.D., Dartmouth Medical 
School 

OBJECTIVES 

To determine if clinical outpatient alaorithms oriainally used to 
treat civilian outpatient populations can be validated and improved 
in a military outpatient environment - a Phase I study. 

TECHNICAL APPROACH 

Patients presentin& to the BAMC AMIC wi th complaints of upper respira
tory infection, cough, or ear problems were evaluated utilizin& a Dart
mouth/MEDEX standardized data collection sheet. Their laboratory 
evaluation and therapy were determined by a Dartmouth/MEDEX problem 
oriented Clinical Alaorithm. Patients were then rando• ly selected to 
be blindly re-examined by a Board Certified Internist who ordered 
laboratory work and therapy as he felt indicated, based on his clini
cal j udament . Patients not randomized to be seen by the physician 
went home on the alaorithm-directed therapy. Two weeks later, charts 
of both groups were examined and the patients contacted by phone. 
Based on t he his tory , physical dXamination, laboratory results, and 
clinical course , pu tients were respectively placed in diaanostic cate
aories and the results of this complete patient encounter entereJ into 
the Dartmouth/MEDEX computer system for analysis. 

Manpower: None 

Fundi~a: $3,125. 00 Conswuble Supplies FY 1975 
S 75.00 TOY FY 1975 

77 



C-9-7S (Continued) 

PROGRESS 

Approxiutely 1300 patient encounters from the AMIC and an additional 
2sa duplicates certified by the internists have been entered into the 
computer for analysis. Preliminary examination of the data on patients 
evaluated usina the URI alaorithm shows no population differences be
tween the two aroups or between either of the two aroups and a refer
ence aroup of patients seen by physician extenders utilizina the same 
alaoritha sys tem at a private "fee for service" clinic in New Hap
shire. In addition, this preliminar data indicates no difference in 
outcoae between patients seen in the ANIC and patients seen by th~ in
ternist except for the laraer averaae laboratory costs of the patients 
seen by the internists. 

A preliainary evaluation on the patients evaluated shows the need to 
examine a larger number of patients in order to include sufficient 
patients with ear complaints, and couah coaplaints, to make a statis
tical analysis of those two alaorithlls valid. 

Status: Onaoina 
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DEPARTMENT OF THE ARMY 
Brooke Any Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!!!!:!: Efficacy of Topical Halopro1in in the Treataent of Chronic 
Tinea Pedis. A Phase II Study. 

WOlll UNIT NO.: C-13-7S 

PRINCIPAL INVESTIGATOR: Richard L. DeVillez, M.D., Lieutenant Colonel, K: 

ASSOCIATE INVESTIGATORS: Frank L. Foreman, M.D., Major, r«: 

OBJECTIVES 

To detemine if 5\ halopro1in cre11111 is useful in the treatment of 
tinea peclis. 

TSOiNICAL APPROAOi 

This is a double blind efficacy study of SI halopro1in cream and 1\ 
haloproain cream usina patients of any race, over aa• 12 years, of 
either sex, who have chronic tinea pedis infection (areater than 
3 aonths duration). 

Manpower: None 

Fwtclina: None 

PROGRESS 

Twenty-one patients have been incorporated into the 1tuc:lr. Data 
will be analyzed after fifteen additional patients are studied. 

79 



---- -

DEPARTMENT OF 1liE ARMY 
Brooke Aray Medical Center 

Forts .. Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

I!!!&= Ibuprofen (MotrinR) in the Treat•nt of Rheumatoid Arthritis. 

WORK UNIT NO.: C-14-75 

PRINCIPAL INVESTIGATOR: 

ASSOCIATE INVESTIGATORS: 

William J. Arnold, t-1.D., M.,jor, K: 

OBJECTIVES 

To evaluate the effectiveness of a new nonsteroidal anti-inflamatory 
aaent in patients with active rhaumatoid arthritis over a 12-week 
period of observation. 

TEOINICAL APPROACH 

A aaxillUID of 20 patients with "probable", "definite" or "classical" 
rhewutoid .rthritis will be included in the study. Each patient 
will receive Ibuprofen 400 mg QID initially - dosaae may vary from 
400 to 2400 ma daily accordina to the individual's response. This 
reaiaen will continue for 12 weeks, and the patient will be seen 1, 
2, 4, 6 and 12 weeks followina entry into the study. Before re
ceivina Ibuprofen and on each subsequent study visit, a history and 
physical exam will be performed. 

Manpower: None 

Fundin&: None 

PROGRESS 

Ei&ht patients with classical, sero-positive rheuaatoid arthritis 
participated in this project. Each patient was beaun on 1600 mg 
of Motrin daily in divided Joses and seen 1, 2, 4, 6, Rnd 12 weeks 
after beaiMina the study. On each visit the patient was asked to 
1•u1e his or her arthrl tic process as to whether they feil t poor, 
falr or aood. Also objective joint exu on each vlslt was graded 
similarly. Each patient had at least a CBC at the beainnina and 
end of the study. 
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C-14-7S (Continued) 

The results of therapy with Motrin in these patients can be divided 
into two 1roupin11: Treatllent failures and Treatllent successes. 

1. Treatllent Pailures - SO\ or 4 out of 8 patients. 

a. Failure due to ineffectiveness of dna1, 

Patient M.N. had a full three month course of Motrin therapy 
to a maximum dose of 2400 •1 per day with no subjective or objective 
iaprovement. 

Patient J.B. refused to continue the study after one month 
on Motrin, 1600 •1 daily, because of clinical deterioration after 
di1continuin1 lndocin prior to be1innin1 Motrin. 

b, Failure due to dru1-related side effects. 

Both of these patients experienced transient side effects 
which disappeared coapletely after di1continuin1 Motrin. 

Patient A,8. was beaun on Motrin, 1600 •1 daily, in addition 
to 8 Ascriptin tablets daily. After 7l hours she developed nausea 
and voaitin1 and discontinued Motrin. 

Patient M.G . experienced stabbin1 epi1astri~ pain with nausea 
and vo• itina and diarrhea after takin1 the third (400 ma) Motrin Tab
let. She also di1continu~d the drug. 

2. Treatment Successes - SO\ or 4 out of 8 patients. 

In this cateaory not all patients iap::oved to the same de1ree nor 
has that initial i•proveaent been ~•intained. Moreover, each patient 
who d~d improve required the maximal dosa1e (2400 ma) of Motrin. 

Patient E.H. improved both subjectively and objectively while 
on 2400 •1 of Motrin daily. However, coincident with this i• prove~ent 
the r.A Latex titer decreued from l:S120 to 1:1280 and the Westergren 
ESll from 60 tO 33 nun per hour. This lab iaprov•ent is not likely due 
to Motrin but su11ests that ~he etperienced coincidental natural remis
sion of her diseue durin1 Motrin therapy. 

PaUont li.B . improved durin& the stuJy period while on lt>OO in& 
of Motrin duily but hu since required 2400 m1 daily for increased 
arthritis activity, 
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C-14-75 (Continued) 

Patient K.C. noted subjective iaproveMnt while on 2400 mg 
daily but did not de110n1trate objective iaproveaent. 

Patient R.L . recei ved ini t i al benefit from 1600 ma daily 
but subsequently has requ1 red 2400 mg to maintain improveaent. 

LABORATOR'i DATA: No sipificant alteration of heaoalobin, heuto-
crit, WBC count or different i al WBC count was noted durin1 the three 
• onth study period. 

l t is concluded from this obvious ly ~•all study that Mortin is an 
effective anti-inflammatory agent in some, but not all patients with 
rheu•atoid arthritis . Those side effects observed were transient and 
completely reversible with discontinuation of the drug. It is of 
note that those patients who did improve required the maximum allow
able dosage of Motrin. Therefore, while Motrin will be a useful ad
jwtct in the therapy of rheumatoid arthritis, it should be eaployed 
only after the patient has not improved on an adequate re1imen of 
salicylates, bedrest and physical therapy, and with a realization of 
the potential expense and vari~ble effectiveness in an individual 
patient. 

Status: Completed 
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DEPARDIE~T OF THE ARMY 
Brooke Aray Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Platelet Function in Patients Under1oi~& Therapy with 
Velban and lleoaycln. 

WORK UNIT NO.: C-17-7S 

PRINCIPAL INVESTIGATOR: Robert P. BoWllan, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To evaluate patients under1oin1 intensive chemotherapy with Velban 
and Bleoaycin for detemination of platelet function abnormalities 
induced by these aaents . 

TECHNICAL APPROACH 

Patients receivina cheaotherapy with these aaents are beina studied 
by platelet fwiction studi~, to include bleedina time .and platelet 
•ureaation. 

Manpower: None 

Fundlna: None 

PROGRF.SS 

Several patients have been studied and initial indication is that 
there is no platelet fW1ction abnormality wlth those aaent~. 

Status: Onaoin& 
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DEPIJlTMBNT OF THE AMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texu 71234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RBSIME 

TITLE: Platelet Function in Patients Under1oin1 Vincristine Therapy. 

WORl UNIT NO. : C-11-75 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, N.D., Major, ~ 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To detel'lline any abnormalities of platelet fWlction occurrin1 in 
patients who are treated with Vincristine therapy. 

TECHNICAL APPROAOI 

Patients obtainin1 Vincristine as a sin1lJ qent or as a sin1le 
a1ent prior to other cheaotherapy, are evaluated with platelet 
function studies to include bleedin1 time and aa1re1ation, clot 
retraction and PTI' beina performed. The evaluation of chan1es 
due to a chemotherapeutic aeent is noted. 

Manpower: None 

Fundina: None 

PROGRESS 

Three patients have been studied to date. Thusfar, no indication 
of a functional abnorMlity has been demonstrated in patients 
receivina Vincri1tine therapy. 

Status: Onaoin1 
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DEPARnENT OF 11tE AJUti 
Brooke A1'11)' Medical Center 

Fort Su Houston, Tuu 78234 
CLINICAL INVESTIGATION SBRVICE 

INVESTIGATION PROJECT RESlN! 

TITLE: Evaluation of Renal Handlin1 of Bicarbonate in Patients 
with Hyperparathyroidisa. 

M>U UNIT NO.: C-22-75 

PRINCIPAL INVESTIGATOR: David B. Olin, M.D., Major, ,c 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To study the effect of parathyroid hormone on bicarbonate absorption 
in the human 110del. 

TEQtNICAL APPROAOI 

Patients with clinically IUlpected hyperparathyroidisa will be asked 
to 1mder10 sodium bicarbonate infusion to check tubular reabsorption 
of bicarbonate over ranae of se1'UID bicarbonate, Glomerular filtra
tion rate will be calculated usin1 inulin clearance. After the 
patient has exploratory procedure for adeno•, a postoperative study 
will be perfol'llltd to see if a difference can be shown before and 
after parathyroidectoll)', · 

Manpower: None 

F undina: None 

PROGRESS 

No patients have been ~ntered into the st~dy. 

Statu!i: ongoina 
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DEPARMNT <ii THE ARNY 
Brooke Arrq Medical Center 

Fort Su Houston, Texu 78234 
CLINICAL INVBSTIGATION SERVICB 

INVESTIGATION PROJECT RESlN 

!.!TI!,: Isolation of Deoxyribonucleic Acid (DN~ and Anti-DNA 
Coaplexes. 

WORK UNIT NO.: C-24-7S 

PRINCIPAL INVESTIGATOR: Roy S. Adaniya, M.D., Major, K: 

•\SSOCIATE INVESTIGATORS: 

OBJECTIVES 

To isolate circulatina DNA-anti DNA complexes in patients with 
systaic lupus erythematosus (SLE) ~tilizina Aaarose 48 ael 
filtration. 

TECHNICAL APPROAOi 

Utilizina the solid phase radioimmunoassay method of Kredich, sera 
froa patients ~ere tested for antibody aaainst native double strand 
DNA. Those sp•ciaens iiven positive assay were studied. 

Positive sera were fractionatud in Aaarose 4B to separate the laraer 
DNA and DNA immune complexes from aanma alobulins. Each auaaa 
&lobulin fraction was tested for antibody aaainst DNA. 

Manpower: None 

Fundin,&: None 

PR<:X;RESS 

Patients that were positive for antibodies qainst DNA were identified. 
The first portion of the invostiaation was directed towards the deter
mination of what speclflc mixes of scintillation fluid and quantity of 
labeled DNA would yiuld the m.,st efficient so lul.111 i zu tion of aqueous 
solutions anJ recovery of maximal di1into1rations per minute. It was 
dotermined that use of 0.5 cc aliquots of fractions added to collbina
tion of Bray's solution with o.s cc methanol added aave the most 
efficient results. 
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C-24-75 (Continued) 

The Aprose colUE wu po\D"ed. The void voluae was detel'llined to 
be at 120 cc, with a Ve/Vo of 2,7 for IGG. Utilizin1 several 
patients, the ratio Ve/Vo was a constant at 2,7-2.8. 

Takina 0.5 cc aliquots from various fractions, the fractions were 
tested for the presence of antibodies a1ain1t DNA. In the Ve/Vo 
ratio of 1. 7, specific antibody a1ainst a ONA was discovered.. This 
is the ratio at which I1M is eluded from the fraction. Althouah 
molecular weiaht determinations have not been performed, this is 
a fraction where rheumatoid factor hu been eluted by Or, Persellin's 
laboratory. 

Status: Terainated due to transfer of principal investi1ator 
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DBPARTMBNT OF THE ARM\' 
Brooke Ar.., Medical Center 

Port Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PRO.TBCT RESllE 

Incidence and Characterization of Adrenal Insufficiency 
in Oat Cell Carcinoma. 

WORK UNIT NO.: C-25-75 

PRINCIPAL INVESTIGATOR: K. James Ehlen, N.D., Major, MC 

ASSOCIATE INVESTIGATORS: Roaer L. Wallace, M.D., Captain, MC 
Steven Humphrey,M.D,, Captain, MC 
Carlos E. Menendez, M.D., Major, MC 
Hayden Braine, M.D . , Major, t«: 

OBJECTIVES 

To establish the incidence and character of adrenal insufficiency 
in patients with oat cell carcinoma. 

TECHNICAL APPROACH 

Evidence of adnnal insufficiency is souaht systematically in 
patients with oat cell carcinoma by utilizina two different modes 
of testi111. 

1. ACTii stimulation • 4 hours with serum cortisol measured 
before and after. 

2. Metapyrone test with pre and post measurements of serum 
cortisol, serwn 11-Desoxycortisol (CPD S) and plasu ACni. 

Manpower: None 

Fundin1: $1292 .oo Consumable Supplies FY 197S 

PROGRESS 

Twelve patien,.s have been tested, Results show no ovidence of 
adronal insufficiency in any patient. Repeat testins at six 
month lntorvals is anticipated, 
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DEPARTMENT OF THE ARMY 
Brooke Ara, Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT REStnE 

TITLE: - Evaluation of Basal Blood Pressures :-,nd Casual Blood Pressures 
Bffectina the Therapy of Hypertension. 

WORK ~IT NO,: C. -· 26- 75 

PRINCIPAL INVESTIGATOR : Marvin Goldbera, M.D., Major, tC 

.\SSOCIATE INVESTIGATORS: Pichard Merrill, M.D., Major, MC 

OBJECTIVES 

To determine if basal blood pressure taken three times daily by the 
patient or another trained person is sipificantly different than 
the casual blood pres sure taken durina clinic visits. 

TECHNICAL APPROACli 

Patients arc tauaht to take blood pressures three times daily at 
home. They record this data and show it only to the physician 
conductina the study. The clinic physicians,who are adjustina 
the patient's medication accordina to the blood pressure at the 
time of the clinic visit, are not aware of the patient's daily 
blood pressures taken at home. 

Manpower: None 

PW1ding: None 

PROGRESS 

Six patients have entered study, 

Status: onaoina 
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DEPART?ENT OF THE ARMY 
Brooke Array Medical Center 

Port Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATIOO PROJECT RES~ 

TITLE: !!!.~2. Lymphocyte Stimulation and Leukocyte Inhibitory 
Pactor Assay in Patients Who Have Been IIIIDI.D'lized Aaainst 
Rabies. 

WORJC UNIT NO.: C-27-75 

PRINr.lPAL INVESTIGATOR: Adolf ~. Rahm, Jr., M.D. 
Lieutenant Colonel, K: 

ASSOCIATE INVESTIGATORS: 

OBJECfIVES 

To study!!!, vitro lymphocyte stimulation and leukocyte miaration 
inhibition in patients who have been immunized aaainst rabies. 

TECHNICAL APPROACH 

Blood is drawn from patients who have been immunized against rabies 
with ducx embryo vaccine. Two in vitro analyses are rw1, one in 
which lymphocytes are separate<ifrom the patient's blood and stimu
lated in vitro with vaccine to see if blastoaenesis occurs. This 
technique~ed to demonstrate lymphocyte activity in rabies im
munity. The second technique is Leukocyte Inhibitory Factor Assay 
in which the patient's l eukocytes are incubated in the presence of 
an antiaen (rabies vaccine). In patients who have developed lympho
cytic immWlity to a aiven antigen, ~igration of leukocytes is 
inhibited. 

Manpower: None 

FW1din1: None 

PROGRESS 

Initially lymphocyte ~timulat ion was studiod usina duck embryo vac
cine. Jn nine controls and fourteen subjecu, it was detemined 
that duck embryo vaccine contains a nonspecific stimulator since 
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C-27-75 (Continu.d) 

both controls and rabies illlllllized subjects deaonstrated lymphocyte 
blastoaenesis. Another vaccine which is arown in sucklin1 mouse 
brain tissue was the.i tried. Pive controls and ten subjects have 
been studied. This vaccine ~ppears to be successful since indivi
duals who have been iaunized agains t rabies deaonstrate l)'lllphocyte 
bluto1enesi1 and those who have not been i•unized do not deaonstrate 
lyaphocyte blasto1ene1is. In addition, leukocyte aiaration inhibition 
occurs in patients who have been immunized aaainst rabies and does not 
occur i n controls when lyaphocy~~s and other leukocytes are incubated 
!!!, ~ in the presence of 110use tissue vaccine . 

Status: Ow110in1 
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DEPARTMENT OF 1ltE ARM¥ 
Brooke Al'II)' Medical Center 

Fort Su Houston, Texu 78234 
CLINICAL INVESTIGATION SER'(ICE 

INVESTIGATION PROJECT RESlN 

!!!!:!= Measureaent of Transepideraal Water Loss in Anhidrotic 
Bctoderul Dytplasia and Erythrodel"U. 

WCIUC UNIT NO.: C-29-75 

PRl~IPAL INVESTIGATOR: Robert L. Rietschel, M.D., Captain,,-: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To measure total body evaporative water loss in skin conditions of 
excessive and insufficient transepideraal water loss and coapare 
these values with measureaents of water loss fro• s•ll areas of 
skin. 

To study the effect of various topical co11p0unds in co111110n deraato
lo1ic '1.le on transepidermal water loss in individuals with excess 
or insufficient water loss. 

TECHNICAL APPROACH 

The Meeco electrolytic water analyier will be used to aeasure trans
epiderul water loss in individuals with abnol'll&l water loss -as out
lined in the investiaational protocol. Til,e ability of topical com
pounds to alter the transepide111al water loss will be studied with 
this instl'\lllentation. 

Manpower: None 

Pundina: $ 2S5.95 Cons\aable Supplies FY 1975 
, , :?SO. 00 MEDC·\SI! FY 1975 

PROGRESS 

Equipaent hu been ordered, but not received. 

Status: On101n1 
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DEPARTMBNT OF THE ARMY 
Brooke A'ffl:f Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: 'nle Role of the Pros taglandins (PG) in the Response to 
Voluae Expansion in the Doa . (Collaborative Study with 
Institute of Suraical Research) 

WORK lf'IT NO.: C-30-7S 

rklNCIPAL INVESTIGATOR. OaviJ B. Olin, M.D., Major, MC 

ASSOCIATE INVSSTIGATORS: Richard H. Merrill, M.D . , Major, tC 
Marvin Goldberg, M.D., Major, MC 

OBJECTIVES 

To evaluate in the dog model of volll'De expansion, the role of 
prostqlandins and to determine if the prostaalandins play a 
role in renal autoregulation. 

TECHNICAL APPR<l\Oi -
Monarel Joas of varied sex ~i ll be studied at the USAISR Labora
tory. Studies will be perfonned on hydropenic doas anesthetized 
with pentobarbitol and respira tions supported in Bird respirator. 
After control periods, data for GFR, renal blood flow, Coss, UNaV, 
the animals will be volwne ~xpanded with Rin1ers lactate at 10\ 
of estimated blood volume over 30 minutes, VE will be maintained 
with Nplacement of urine output and after 30-60 minutes, the ani
mals will be treated with 2 aw/k~ IV Indoaethacin or Meclofenamate 
with further obseivations of GFR, RBF, UNaV, Cosa, etc. A similar 
group of doas will be treated wi th lndomethacin or Meclofenamate 
prior to VE. 

Fundina : None 

PRtXiRESS 

lnltlal work has jult boaun at the USAISR and only one doa has been 
studied at this time. 

Status: onaoina 
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DEPARTMENT OF THE ARMY 
Brooke A-ray Medical Center 

fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: To Oetenaine Whether the Prostaalandins are Important in 
the Developaent of Acute Renal Failure. (Collaborative 
Study with USA Institute of Suraical Research) 

WORK UNIT NO.: C-31-75 

PRINCIPAL INVESTIGATOR: David B. Olin, M.D., Major,,«: 

ASSOCIATE lNVESTIGATORS: 

OBJECTIVES 

To investiaate possible pathophysioloaic mechanisms in aentamicin 
acute renal failure. 

TECHNICAL APPROACH 

New Zealand white rabbits, 2-4 kiloaram in size with random sex, 
will be utiliied. Initially two aroups will be injected with 
40 111/ka and 80 ma/ka dosaae to see if any effect can be found. 
After two ~eeks of daily injection, the animals will be sacri
ficed and tissues examined by liaht electron microscopy, and 
scannina electron microscopy. 

• 

Three groups will be created - 1) Volume depletion - diuretic therapy; 
2) Acidosis by &111110nium chloride diet supplement; and 3) Prostaalandin 
inhibition by treatment with Indomethacin. 

Manpower: Nono 

F undin&: None 

PROGRESS 

Initial work wi~, two groups receivina 40 111/ka and 80 ma/ka Gentamicin 
has been completed. Suhsequt1nt aroups wi 11 be starteJ in the next month. 

Status : Onaoina 
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DEPARTMENT OF THE ARMY 

Brooke Army Medical Center 
Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVBSTIGATION PROJECT RESUME 

TITLE: A Simple Biochemical Test for the Screenin1 of Malipancies. 

WORK UNIT NO. : C-33-75 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, MC 

ASSOCIATE lNVl:.STIGATORS : Harris D. Plant, SP3 

OSJECTIVES 

To examine the reaction of Ehrlich's rea1ent with human plasma and 
to determine if the intensity of the reaction can be correlated 
with the health of that individual. 

TEOINICAL APPROACH 

Plasma from at least SO patients in each of four groups will be examined. 
Group I will consist of patients diaplosed as havina an uncontrollable 
malipancy; Group II - Patients who have had successful anti-cancer 
treatment; Group I II - Patients with nonmalignant diseases; and Group 
IV - Control group. 

One 7 ml EDTA tube will be collected from each patient, centrifuged, 
and the pla~ma removed. Plasma will be frozen following preparation 
and thawed immediately prior to use. 2 cc of plasma, 4 cc distilled 
water, and 1 cc of Ehrlich's reagent are mixed in a test tube, incu
bated 7 hour~ at S60C, centrifu1ed 15 min at 2000 rpm and the optical 
density of the supe rnatant read at 640 nm on the ACTA spectrophotometer. 
Variances of the fou r t~st groups will be analyzed for statistical s11-
nificance by students pairod t-test u~ing an Olivetti P602 computer. 

Manpower: None 

Pundina: None 

PROGRESS 

This is a new study and no patients huve bean entered into the protocol 
to date. 

Status: Ongoina 
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DEPARMNT OP TIIE ARMY 
Brooke Aray Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

IHVESTIGATION PROJECT RISUNE 

TITLE: Spera Antibodies in Vasecto• hed Men. 

M>RK UNIT NO. : C-3-72 

PRINCIPAL INVESTIGATOR: Rudi Ansbacher, M.D., Colonel, K: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To detel'lline the onset of sperm antibody production postvasecto•y 
with special attention to serum uric acid values prior to ·and 
after vasectomy. 

TECHNICAL APPROACH 

Blood was obtained prior to, 6 weeks, 6 months, 12 months, 24 110nths, 
and 36 110nths followina bilateral vu li1ation. The sel'\1111 was re• 
moved after centrifuaation of the clotted blood, and compleaent was 
destroyed by applyin1 heat at S6° Celsius for 30 minutes. 

The •croscopic 1e!.atin spera-a11lutination test of Kibrick et al. 
and the sperm-i11110bilization test of Isojiaa !! al. were usedtode
termine the presence of sperm antibody activity Iii the sera. Pooled 
untreated rabbit sera served as the co•pleMnt source. Fresh semen 
obtained from spera donors, whose counts were consistently above 
60 million sper11atoioa per milliliter coupled with motility 1reater 
than 70\, was used as the anti1en. 

Uric acids were detemined on the pre- and postvuectomy sera by the 
manual method as adapteJ by Technicon. 

Manpower: None 

Pundin1: None 
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C-3-72 (~ontinued) 

PROCRESS 

Thirteen men have been followed throuah 36 months postvasectomy. 
None had sperm-agalutinatina or sperm-iaobilizina activity pre
vasectOII)', two remained negative at each study interval, ei&ht 
became negative by 36 months , and three remained positive for 
spera-aaelut1natina activity with titers 1:16, 1:64, and 1:128 
(two of the latter also showed sperm-inmobilizina antibodies at 
titers 1 :16 and 1:32). 

Serum ur i c acid level s on these 13 men pre-, 6 weeks, 6 mo~ths, 
12 months, 24 months , and 36 months pos tv~sectomy showed no sta
tistical increases Ct - tests) ~ut there was a silJlificant tran
sient decr~ase at 12 months when compared to prevasectomy uric 
acid levels . 

Status: Completed 

Presented at the 22nd Annual Jomes C. Kimbrouah Uroloaical Seminar, 
13 November 1974, San Antoni o, ·1exas. 

Presented at N.I.H. Contractors Workshop on ~asectomy, 19 February 
1975, As i lomar , Pac i fic Grove, California . 

Presented :it Luncheon Conference, 31st Annual Meet1na of the Ameri
can Fertility Society, 3 Apr il 19 7~, Los Aneelos, Cal.i fornia. 

Published as part of Vas Liaation : Speno Antibodies, in Control 
of Male Fertilitt, edi ted by J . J. Sciarra, C. Markland, and J. J. 
Speire'f. Harper· t,Row, Hagerstow, Maryland, 1975, pp 189-195, 
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DEPARTMENT OF 11iE ARNY 
Brooke 'Aray Medical Center 

Fort Su Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PAOJBCT RBSUMI! 

TITLE: Heart Valve Prosthesis in Prepancy - Review of the Litera-
ture and Report of Three Cues • 

WOU UNIT NO.: C-36-72 

PRINCIPAL INVESTIGATOR: Warren N. Otterson, M.D., Colonel,,«:: 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To analyze the effect of heart valve prostheses on maternal 110r
bidity and mortality, perinatal aortality, and aeneral reproduc
tive perfonaance. In addition, it i1 hoped that a sound proaru 
of aanaaeaent, especially re1ardin1 the use of anticoaaulat druas, 
will evolve as a result of an extensive review. 

TBQtNICAL APPROACH 

The world literature and Brooke Arrq Medical Center case reports 
were reviewed and analyzed relative to maternal and fetal outcome. 
The role of anticoaaulants in patient unaaeaent was evaluated. 

Manpower: None 

Fundin1: None 

PROGRESS 

Females in the reproductive years with heart valve prostheses 
should postpone prepancy for 2 or 3 years followina insertion. 
Cardiac function should be thorouply evaluated prior to prea
nancy. Anticoaaulation is indicated throuahout. Heparin would 
thooretically be advisable, but probably not aandatory durina 
the first 12 weeks, followed by oral anticoaaulants until ap
proximately 34-36 weeks, then rein1titutin1 heparin throuah 
labor and delivery. 
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C-36-72 (Continued) 

Patients with mitral valve prosthesis should receive special atten
tion as to cardiac heaodynaaic evaluation, ·close control of anti• 
coaaulation, and close observation for conpstive heart failure and 
valve malfunction. Antibiotics should be aiven routinely in labor 
and for at least 2-3 days postpartum. 

Status: Completed 

Presented at the 23rd Armed Forces Seminar on Ob-Gyn, 3-8 November 
)974, Washin1ton, D.C. 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUMB 

TITLE: Use of Oxytocin Challenae Test in Monitorin1 Hi&h Risk 
Prepancies . 

WORK lmIT NO.: C-31-74 

PRINCIPAL INVESTIGATOR: Bernard L. Hayden, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Joe Leiah Simpson, M.D., Major, MC 

OBJECTIVES 

To detemine (1) if the oxytocin challen1e test (OCT) alone can 
successfully predict the outcoae of hiah risk prepancies and 
(2) if the presence of aeconium in utero sipifies fetal dis
tress. 

TECHNICAL APPROACH 

Durina an 8 month interval, 105 patients were considered to have a 
hiah probability for developina placental insufficiency. Prior to 
inclusion in this investiaation, each patient was assessed by two 
or more independent observers. In every instance, the fetal bi
parietal diameter was detenined by ultrasound at 20 weeks aesta
tion or when the patient was diaposed initially. Abnormal ultra
sound determinations were repeated every 2-3 weeks. The results 
of certain other parameters utilized in monitorina hi&h risk 
prepancies were correlated with the results of the OCT. The 
followina patients were evaluated: Patients with diabetes melli
tus; post-date fetuses; chronic hypertension; pre-eclampsia; 
suspected IUGR; elderly primaaravidas; and history of unexplained 
stillborn. 

_ttanpower: None 

Fundin1: None 

PROGRESS 

Amona 105 p~tionts with an increa!ed risk of placental insufficiency, 
no fetul Jeath~ occurred. There were no intrauterine deaths in this 
group of high rhk propancht. 
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C-31-74 (Continued) 

Conclusions: The OCT can serve as the priaary method for assessing 
intrauterine status of the fetus with suspected pla

cental insufficiency, Fetuses with a positive OCT and an L/S ratio 
of 2:1 should be delivered by cesarean section. Fetuses with a sus
picious OCT should be restudied within 72 hours. Patients with a 
ne1ative OCT can be allowed to terminate their pregnancies spontane
ously, albeit with monitorin1 durin1 labor, 

Status: Completed 

Presented at the 23rd Annual Armed Forces Seainar on Obstetrics and 
Gynecology, Washinaton, D.C. 3-8 November 1974, 

Hayden, B.L., Simpson, J .L, Ewin1, D.E., and Otterson, W,N,: Can 
the Oxytocin Challen1e Test serve as the primary method of monitoring 
hi1h risk pregnancies? Accepted for publication in Obstetrics and 
Gynecology. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Cefazolin u a Prophylactic Antibiotic in Vaainal Hysterectomy. 

M>RK UNIT NO.· C-37-74 

PRINCIPAL INVESTIGATOR: Willie J. Lett, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Barry L. Davison, M.S., Captain, MSC 
Rudi Ansbacher, M.D., Colonel, MC 
Warren N. Otterson, M.D., Colonel, MC 

OBJECTIVES 

To compare the effectiveness of one dose of cefazolin to three doses 
of cephaloridine as a prophylactic antibiotic in vaainal hysterectomy. 

TECHNICAL APPROACH 

Patients wtderaoina vaainal hysterectomy from March 1974 to February 
1974 were placed in a aroup receivina cefazolin, cephaloridine, or no 
medication. One hour prior to operation each received IM cefazolin 
or cephaloridine. Those on cephaloridine received 1 p i•ediately 
and 12 hours postoperatively. 1 gm of vaainal cuff was taken intra
operatively for aerobic and anaerobic cultures. Four b1ood cultures 
for anaerobic and aerobic oraanisms were drawn in equally spaced time 
periods for 24 hours in patients with febrile postoperative course. 
Febrile morbidity was defined as temperature elevation areater than 
l00°F after the first 24 hours post-op on two occasions, 6 hours apart. 
Febrile patients had vaainal cuff cultures done on the day of diagnosis 
for aerobic and anaerobic oraanisms. 

Manpower: 

Fwtdina: 

None 

$1,064.99 Consumable Supplies FY 1974 
$2,433.46 MEUCASE FY 197S 
$ 1s0.00 Conswaable Supplies FY 1g75 

PROGRESS 

Data have been collected and are now belna analyzed. 

Status: Onaoina 
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DEPARTMENT OF 1llE ARMY 
Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SBRVICE 

INVBSTIGATION PROJECT RBSUME 

TITLE: Laainaria: Two Outpatient Uses. 

l«>RK UNIT NO.: C-38-74 

PRINCIPAL INVESTIGATOR: Jose R. Ossorio, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: Rudi Ansbacher, M.D., Colonel, MC 
Warren N. Otterson, M.D., Colonel, MC 

OBJECTIVES 

To determine if by the use of laainaria tents, sufficient dilatation 
of the cervix can be obtained in patients with stenotic or tiaht cer
vical ossa, so as to enable easier endometrial samplina by endometrial 
biopsy or jet wuhina, and easier insertion of intrauterine devices in 
nulliparous patients. 

TECHNICAL APPROACH 

One hundred patients seen in the outpatient Gyn Clini~ who are found 
to have tight cervical ossa which do not permit soundina with a regu
lar uterine sound but who tolerate t~e introduction of a wire sound 
will have a size thin or extra thin laminaria tent inserted. The re
moval of the laminaria tent and the subsequent intrauterine instru
mentation either for endometrial samplina or intrauterine device 
insertion will be accomplished 3-4 hours later as an outpatient pro
cedure. The technique of insertion to be used will be similar to the 
one recommended by Hale and Pion. 

Manpower: None 

Fundin1: $330.00 Consumable Supplies FY 1974 

PROGRESS 

Thirty-two patients have entered the study. No failures or compli
cations have occurr~d. 

Status : Ongoing 
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DEPARTMENT OF 1liE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!!.TI!= Testicular Biopsy: Spera Antibodies. 

WORK UNIT NO.: C-10-75 

PRINCIPAL INVESTIGATOR: Rudi Ansbacher, M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS: Mauro P. Gan1ai, M.D., Colonel, MC 

OBJECTIVES 

To determine whether spe:nn-a11lutinatin1 and sperm-i•obilizin1 
antibodies can be detected in the sera of men after testicular 
biopsy. 

TECHNICAL APPROACH 

Ten milliliters of blood were obtained from nine men with oli10-
speraia or azoospel'llia prior to and at 3, 7, and 14 days followin1 
testicular biopsies. The sera were r•oved after centrifu&ation 
~f the clotted blood and complement was destroyed by apglyina heat 
of 56° Celsiua for 30 minutes. They were stored at -25 Celsius 
until tested. 

The macroscopic aelatin spera-aulutination test of Kibrick et al. 
and the spera-i•obilization test of Isojima !l al. were utiITzecf 
to determine the presence of sperm antibody activl'ty in the sera. 
Pooled untreated rabbit sera served as the coapleaent source. 
Fresh semen, obtained from donors whose counts were consistently 
above 60 million spermatozoa per milliliter coupled with motility 
areater than 70\, was used as the anti1en. 

Two to four semen analyses were performed on each man prior to 
suraery. 

Testicular biopsies wore obtained by tho open method in the 
opormtina room. 

Munpowor: Nono 

l'undlna: Nono 
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C-10-75 (Continued) 

PROGRESS 

The lien ranpd in aae from 20-34 years. One had spera counts con
sistently ,reater than 30 aill1on per ailliliter, four had oliao
spenia, and four azoospenia on repeated seen analyses. None had 
spera-aglutinatina or 1perm-immobilizin1 antibodies deaonstrable 
in their sera either before or up to 14 days after testicular 
biopsies. 

The biopsies revealed Mturation arrest at various staaes of speraa
toaenesis in six men, and three had aera cells pnsent in all sta1es 
includina mature speraatozoa but in decreued aounts. 

Status: C011pleted 

Presented at the 31st annual aeetina of the Aaerican Fertility Society, 
Los Anaeles, California, 3-5 April 1~75. 

Ansbacher, R. and Ganaai, M.P .: Testicular biopsy: sperm antibodies. 
Accepted for publication in Fertility and Sterility. 
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DEPARntENT OF rnE ARMY 
Brooke Aray Medical Center 

Port Su Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Relationships of Vaainal and Cervical Flora in Prepancy 
and Preuture Rupture of Mellbranes. 

M>ll UNIT NO.: C•ll-75 

PRINCIPAL INVESTIGATO~: James E. Connerth, M.D., Captain, MC 

~SOCIATE INVESTIGATORS: Willie J. Lett, M.D., Major, ,C: 
Barry L. Davison, M.D., Captain, MSC 
Rudi Ansbacher, M.D., Colonel, MC 
Warren N. Otterson, M.D., Colonel, MC 

OBJECTIVES 

To assess the possible dean• of correlation between vqinal and 
cervical flora in prcpancy and preaature rupture of aeabranes. 

TECHNICAL APPROACH 

Vqinal and cervical cultures are obtained on all new 08 patients 
at the first visit, utiliiin1 Anaswabs. The cultures are repeated 
in the third triMster of 1•1tation. Allniotic fluid will be cultured 
in a aroup of control patients and those with preaature rupture of 
membranes. 

Manpower: None 

Fwidin1: $4,099.81 Consuaable Supplies FY 1975 

PROGRESS 

One hundred and sixy patients cultured so far (all new 08 patients) 
have shown aood aarenent between va1inal and cervical flora. Many 
anaerobic oraanisas are bcin1 identified (10 bacteroides CDC F1) and 
several 8-heaolytlc streptococci. 

We pLu, to correlate micruflora between first and •;hird tri• ester 
cultu~es with nonaal controls and those with pr•ntur~ rupture of 
mollbr-ane» or postpartu. morbidity. 

Stutu,: Onaoina 
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DEPAJlnENT OF THE ARMY 
Brooke Aray Medical Center 

Port Su Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESmE 

TITLE: Correlation of Phenotypic Sex of Fetuses with Allniotic 
Fluid Testosterone Levels. 

WORK UNIT NO.: c .. 20-75 

PRINCIPAL INVESTIGATOR: William Sutherland, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Rudi Ansbacher, M.D., Colonel, MC 
Joe Lelah Si..,son, M.D., Major, MC 
Edward D. Helton, Ph.D., Captain, ti6C 
H&rris D. Plant, SP3 

OBJECTIVES 

To deteraine whether testosterone levels in •le fetuses, 16-20 
weeks ellbryonic aae, are sipificantly hiper than those of fe
•le fetuses; and to detenline whether the observed ranaes of 
testosterone values will allow one to deduce phenotypic sex 
fro• the value of aaniotic fluid testosterone. 

TECHNICAL APPROACH 

Fifty patients underaoina elective second triaester abortions 
at Brooke ArJl'f Medical Center over a six month period will be 
surveyed. Aaniotic fluid will be obtained at the tiae an appro
priate abortifacient is injected into the umiotic cavity. Assay 
for testosterone will be perforaed utilizina a • ethod which in
corporates procedural details set forth by Araando de la Pena 
(laboratory aethod), Burton V. Caldwell (laboratory notes on radio
iaunoassay of steroids) and Hillier, Brownsey and Cameron with 
only sli&ht aodification by Helton and Plant for use with liquor 
aatii. Pollowina abortion, fetal sex will be detemined anatomi
cally by at least two physicians, includina one of the investiaa
tors. Ideally, one miaht determine the chroaosoaal complement 
of every aborted fetus, but this is not econoaically feasible. 
Discrepancies between phenotypic and aenetic sex occur so rarely 
that statistical correlations are unlikely to be invalidated. 
fotuscs in which mncerntion precludes an3tomtcal sox determina
tion will bo oxcludod from thls lnvostl1ation. 

Manpowor: t=n1H11ln (3 11onth1) 
l!-l (4 • onthll) 

Fundina: $43<>. 79 <.:onsUllllble Supplies FY 1975 

107 



C-20-75 (Continued) 

PROGRESS 

The radioi..unousay has been established in the Clinical Investi
ption Laboratory and purification of the testosterone in the u
niotic fluid saaple is wider way. Difficulties with the piaaents 
present in the fluid have prevented accurate estiMtes of the 
andro1ens present but methods are bein1 utilized to re110ve the 
pi1aents and allow accurate quantitative analysis by RIA. 

Status: On1oin1 
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DEPARTMENT OP 1lil! ARMY 
Brooke Ara, Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJBCT RESIDI! 

!!!!!= A Nicrobiolo1ic Coaparison of Therapeutic and Disc Antibody 
Activity A1ainst Selected Enteric Bacteria. 

WORK UNIT NO.: C-16-75 

PRINCIPAL INVESTIGATOR: Mrs. Cleste N. Guerra, M.S. 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To detenine the sensitivity pattems of therapeutic antibiotics 
and antibiotic-imprepated discs. 

To develop and perfom antibiotic sensitivity tests desiped to 
co11pare the effectiveness of both laboratory • ethods in relation 
to proper patient care. 

To provide better laboratory indices by which physicians uy • ore 
accurately assess the drua of choice in treataent of patient 
infections • 

TECHNICAL APPROACH 

Tube dilution tests of therapeutic and diaanostic (disc) Gentaaicin 
were performed in conjunction with coaercially-prepared Gentuicin 
disc tests a1ainst selected patient strains of Serratia sp. Known 
concentrations of therapeutic Gentamicin were perforaed in the order 
of 20, 10, s.o. 2.S, 1.2, and .6 mc1/ml. The dia,no1tic disc 10 mc1 
(aqueous solutions) were diluted accordin1ly: 1:2, 1:4, 1:8, 1:16, 
1:32 and 1:64. A total of 204 dilution tests were perfol'lled to com
pare with 17 disc ~ensitivities. 

Manpower: None 

Fundi!!,i: None 

PROGRESS 

Preliminary rosults indicnte that all strains tested wore resistant 
0.11.cupt ln four \:asus. llowover, it was noted that in these four the 
MIC (11ajnin11u11 inhihitiun concentration) wns still hi&her than most 
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C-16-75 (Continued) 

achievable blood levels. A comparison was made of all tests; i.e., 
therapeutic vs. diapostic, tube sensitivities vs. disc sensitivities. 
A correlation of results was noted in these same four cases whereas 
all others were at variance with the routine disc sensitivity. It 
should be eaphuized that this comparison was made between known di
lutions of Gentlllicin and inoculum and relatively Wlknown Gentaaicin 
concentrations, size of inoculua, huaidity, capillary action for ab
sorption of the dnaa into the media and possible deterioration of 
disc stron1th. On the tube dilution study, control tests were per
fonaed and results were positive. 

A presuapt i ve evaluation of current results provide reasonable evi
dence that the disc sensitivity reported to clinicians, for auidance 
in patient treatment, is not necessarily consistent with actual con
ditions experimentally desiped to test this theory, 

The consistent patterns of this pilot study justi fy reco•endina the 
continuance of similar experiments with other selected antibiotics 
and bacterial strains to further examine the validity of the disc 
sensitivity test. 

Status: Onaoina 

Presented at the American Society for MicrobiololY, Texas Branch, 
Metina in Galveston, Texas, 25 October 1974. 

Guerra, C.N . : A new approach : a taxonomic theory based on neaative 
biochemical test reactions for identification of bacteria. Submitted 
to Applied MicrobiololY for publication. 

Guerra, C.N. : Observations on the rapidity of biochemical reactions 
of a selected representative aroup of enteric bacteria. Submitted 
for publication in Applied Microbioloay. 
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DEPAR'Ill!NT OF 11iE ARMY 
Brooke Affl'/ Medical Center 

Fort Sa HOUiton, Texu 78234 
CLINICAL INVBSTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Investiaation of Response of L)'llphocytes to PHA as 
Affected by Prolonpd Rupture of Mellbranes. 

WORK UNIT NO.: C-37-73 

PRINCIPAL INVBSTIGATOR: Melvin Baden, M.D. 1 Lieutenant Colonel, ti: 

ASSOCIATE INVESTIGATORS: M. Doualas Jones, Jr., M.D. 

OBJECTIVES 

To investiaate the effect of labor and prolonaed preaature rupture 
of the aellbranes (24 hours) on radioactive thyaidine incorporation 
by l)'llphocyte, of newbom infants in response to phytoheu11lutinins. 

TBQtNICAL APPROACH 

The initial phse of this study will evaluate ten infants electively 
delivered by caesarean section to be used as controls. Ten infants 
bom by vaainal delivery to pri• iparous woaen with less than 24 hours 
napture of Mllbranes and 10 infants with prolonaecl preaature napture 
of aellbranes areater than 24 hours will be investiaated. Blood ·will 
be obtained fro• the fetal side of the placenta. The incorporation 
of radiothymidine in response to PKA will be aeasured in a scintilla
tion counter after preparation of the lymphocytes by techniques already 
developed in this laboratory. 

Manpower: None 

Fundina: $88.80 Consumable Supplies FY 1974 

PROGRESS 

This study is terainated due to inability of the usociate investiaator 
to coaplete evaluation of data acquired. 

Status: Terminated 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort~- Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Evaluation of Cellular Immunity to the Varicella-Zoster 
Virus Employing a Newly Developed Microassay Technique. 

WORK UNIT NO.: C•l4-74 

PRINCIPAL INVESTIGATOR: Russell W. Steele, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Luis Canales, M.D., Colonel,~ 
Monroe A. Vincent, B.S. 
Sally A. Hensen, B.S. 

OBJECTIVES 

To examine the applicability of a newly developed microasaay tech
nique, which measures cellular i1111Bunity, specific to the Varicella
Zoster virus. 

TE1tiNICAL APPROACH 

In vitro assay of blastoaenesis : lymphocytes are separated from 
wnole blood a.nd incubated with tissue culture cells persistently 
infected with the virus under investi1ation. Viruses have in
cluded Varicella-Zoster or other herpes 1roup viruses. Uninfected 
cells were used as controls for the blasto1enic index (BI) calcu
lated from cpm of C-14 or 3H thymidine uptake for lymphocytes in
cubated with infected ce l ls divided by uptake followina incubation 
with uninfected cells. This ass ay is bein1 applied to study varied 
illnesses caused by herpes group viruses. 

Manpower : None 

Fundina: $ l bS.20 Consum~b le Supplies 
$1,112 . SO Consumab le Supplies 
$ 69S.OO l dp i tal Equipment 
$ 134.65 Repri nts 
$ 397.00 TOY 

PROGRESS 

FY 1974 
FY 1975 
FY 1975 
FY 1975 
FY 1975 

Many viral infectoJ cell lines have been examined for their efficacy 
nnd reproducibili t y in the blasto1enic assay. Appropriate lots of 
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C-14-74 (Continued) 

viral infected cell lines have been contro~ rate frozen for storaae 
in our vapor ni troa•n tank. Lyaphocyte to tissue culture cell ratios 
have been cleterained for the assays as well as kinetic studies. 'lbe 
assay bu now been applied in the clinical Httina in exuinina 
patients with severe viral infection, recurrent viral infection, 
and in studyin1 patient on iauno1uppre11iv• the711py. 

Status: On1oin1 

Presented at th• Aaerican Acadeay of Pediatrics • Htina, San Francisco, 
California, 19-22 October 1974. 

Steele, R.W., Chapa, I.A., Vincent, M.M., Hensen, S.A., lHney, R.B.: 
Bffects of adenine arabinoside on cellular 1-me •chani1• 1 in hwuns. 
Antillicrobial A,entl and Chaotherapy, 7:203-207, 1975. 

StHle, R.W., Chapa, I.A., Vincent, M.M., Hensen, S.A., Keeney, R.B., 
Canal••• L.: Adttine arabinolicle: an anti-viral qent. Bdited by 
D. Pavan-Llnpton, Robert A. Buchanan and CharlH A. Alford, Jr. 
Raven Press, New York 1975. 

Steele, R.W., Vincent, M.M., Hensen, S.A., Pucillo, D.A., Chapa, I.A., 
Canales, L.: Cellular i-.me response to KerpH-Siaplex Virus I 
(HSV-J) in recurrent herpes labialis. In vitro blutoaenHis and 
cytotoxicity to HSV-1 infected cell lines. J. Infect. Dis. 131, 
May 1975. 
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TITLE: -

DEPAFTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

Cellular IIIIIIWlity to Herpesvin1s Hominis in the Compromised 
Host. 

WORK UNIT NO.: C-15-74 

PRINCIPAL INVESTIGATOR: Russell W. Steele, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Hobert J,. Pence, M.D., Major, MC 
Luis Canales, M.D., Colonel, MC 

OBJECTIVES 

To develop specific and reliable in vitro assays of both the afferent 
and efferent mtchanisms of cellular inaunity to Herpes virus hominis 
(HVH) and to examine responses of patients with malianant disease or 
patients on inaaunosuppressive therapy. 

TECHNICAL APPROACH 

Utilizina tissue culture cells persistently infected with Herpes-Simplex 
1 viruses as taraet cells, release of 51 Cr from these cells or controls 
is used as the index lymphocyte activi ty. 

This cytotoxicity assay is beina applied to study the immune responses 
of patients with varied illnesses caused by herpes aroup viruses. 

Manpower: None 

FW1din1: $1,206.78 Conswnable Supplies 
$ 492,99 TD¥ 
$ 504,00 Consumable Supplies 

PROGRESS 

FY 1974 
FY 1974 
FY 1975 

Technical details of the cytotoxicity ass ay includina the lymphocyte 
to taraet cell ratios and kinetics have been perfected so that the 
assay has been demonstrated to be sensitive, reliable and reproducible. 
lnvestiaation has been expanded to include cell lines infected with the 
followina vi ruses: Herpes-S implex Virus Type I, Herpes-Simplex Virus 
Type 11, Vari.ct•! la ;:ost er Virus, Measles (Ruhooln), Rubel la, and Cyto
mcalllo virus. Cli111clll situations exuminetl to date included oncoloay 
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C-1S-74 (Continued) 

patients with Varicella Zoster infection, chronic viral infection, 
recurrent viral infection, subacute sclerosina panencephalitis, 
and patients treated with anti-viral a1ents. 

"Specific Inhibitory Factors of Cellular IJIIII\Ulity in Children with 
Subacute Scleroain1 Panencephalitis" presented at the American 
Academy of Pediatrics meetin1 San Prancisco, Califomia, 17 October 
1974. 

Steele, R.W., Hensen, S.A., Vincent, M.M., Fucillo, D.A., Bellanti, 
J.A.: Development of specific cellular and hWDOral imune responses 
in children ilmDWlized with live rubella virus vaccine. J. Infect. 
Ois. 130:44-4S3, Nov 1974. 

Steele, R.W., Fucillo, D.A., Hensen, S.A., Vincent, M.M., Vellanti, 
J.A.: Specific inhibitory factors of cellular illllllLlnity in children 
with subacute sclerosin1 panencephalitis. J. Pediat. (In Press). 

Steele, R.W., Fucillo, D.A., Hensen, S.A., Vincent, M.M., Bellanti, 
J.A.: SSPE and cellular immunity. Arch. Neurol. (In Press). 

Status: On1oin1 
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DEPARTMENT OF THE ARMV 
Brooke A.rrr, Medical Center 

Port Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Value of I&M Determinations in the Diaposis of Acute 
Neonatal Infections. 

WORK ~IT NO.: C-21-74 

PRINCIPAL INVESTIGATOR: Amil Ortiz, M.D., Captain, N: 

ASSOCIATE INVESTIGATORS: Melvin Baden, M.D., Lieutenant Colonel, K: 

OBJECTIVES 

To correlate elevations of neonatal serum lgM with the presence of 
an acute neonatal infection. 

TECHNICAL APPROACH 

Thirty-seven infants with suspected sepsis durina the first 72 hours 
of life were selected and underwent complete "septic work-up". As 
part of the evaluation serum for IgM determination was obtained. 
Thirty healthy newborns ~ere selected for controls; they too had 
serum IgM determinations. 

Manpower: None 

FW1din&: None 

PROGRESS 

Thirty-seven infants with suspected sepsis were studied for elevation 
of serum Ipt. Six patients with proven sepsis by positive cultures 
demonstrated urked elevAtion in serum I&M compared to a control group. 
TI1is corroll&tcJ well wlth tho proionce of infection. 

CONt;LUSlONS: (1) l!levation of scrum l&M levels correlate danlfh:nntly 
wltl1 tho preseni;c of ocute infect ion in neonates, (2) serW11 1,M lt"Vl'h 
ulone ~houhl not be used to 111Uko a decision as to course of therapy, 
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C-21-74 (Continued) 

(l) serum I&M levels correlated with the clinical presentation and 
historical events aid the physician in deterainina the a11ressive
ness of therapy while awaitina the more definitive results of cul
tures, and (4) any level of sel'UII IaM above 20 •al and certainly 
above 2S m1\ in the neonate i s indicative of an acute infectious 
process . 

Status : Completed 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICA~ INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Preparation and Purification of Dialyzable Transfer 
Factor for the Treatment of Selected Infectious Diseases. 

WORK U~IT NO.: C-42-74 

PRINr.lP~L INVESTIGATOR: Russell W. Steele, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Hobert L. Pence, M.D., Major, K: 
Luis Canales, M.D., Colonel, K: 

OBJECTIVES 

To evaluate the efficacy of transfer factor therapy for disseminated 
fW11al or viral disease or for tuberuclosis unresponsive to the usual 
forms of therapy. 

TECHNICAL APPROACH 

Dialyzablc transfer factor is prepared by the method of Lawrence from 
heparinized whole blood from hwnan volunteers sensitive to the infec
tious aaent under consideration. One unit equivalent to 10° lympho
cytes is administered by subcutaneous injection to the patient and 
his clinical course evaluated. Potency of transfer factor is tested 
by passive transfer interdermally to a previously skin tested neaa
tive individual with subsequent challenae to the antiaens at the 
site of injection. 

Manpower: None 

fundin&: $1,092.41 Consumable Supplies FY 1974 
$1,331.00 Conswnable Supplies FY 197~ 

PROGRESS 

One patient with disseminated coccidioidom,ycosis has underaone two 
courses of transfer factor therapy with aood response noted. !!!. 
vitro and in vivo collu!ar immunity to coccidioides have beco• o 
po~1tive foTlowin1 therapy. 

An infant with cartilage hair hypopluia and sev<.re combined im
mune defi ciency has been reconstituted with fetal thymus plus 
transfr r factor. 
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C-42-74 (Continued) 

The above naaed investi1ators are now workina in collaboration with 
othen in the southwest reaion of the United States in a protocol 
desiped to evaluate transfer factor therapy for disseminated 
coccidioidoayco1is . 

Status : On&oina 

Steele, R.W., Sieaer, B.E., Canales, L.: Transfer factor therapy 
for coccidioldomycosis CITSM. 69: 13, 197S . 

Steele, k. W., Sieaer, B.e., Moore, W.L. : Therapy for disseminated 
coccioidomycosis with transfer factor from a related donor . Submitted 
for publication. 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TlfLE: A Comparison of IIIIIIWloloaic Paraaeters in "bree Nonlnman 
Primates. 

WORK UNIT NO.: C-19-75 

PRINCIPAL INVESTIGATOR: Russell W. Steele, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: William T. Kniker, M.D. 
Se)'110re s. Kalter, Ph.D. 

OBJECTIVES 

To undertake a detailed analysis of host-herpes virus interaction 
in nonhuaan primates in an effort to find factors in each of three 
species of nonhuman primates which are most critical to defense 
aaainst infectious and oncoaenic aaents. 

TECHNICAL APPROACH 

In vivo and in vitro assays of i111111une function of three nonhuman 
priutes--thebaboon, the marmoset and the cebus--will be deter
mined and correlations drawn for the known susceptibility of the 
latter species to infection and malipancy. After definina the 
status of the i•une function of these aniaals, an effort will be 
made to reconstitute the susceptible species in such a way as to 
alter their previous predisposition to infection and aalianancy 
specifically induced by herpes aroup viruses. 

Manpower: None 

fundina: $2,750.11 Consuaable Supplies FY 1975 

PROGRESS 

T and B lymphocytes have bser1 quantitated in the three animal 
species and the influence of thyaosin in vitro hu also been 
examined. Al~o relevant to the thyaicdependent system both 
in vivo and in vitro cell mediated imune responses of the 
threo""iionhuaan primate spt1cies to defined and specific viral, 
hactorial, funaal and chemical antiaens hu been coapleted and 
acccpteJ for publication. Currently in proaress are studies 
Josiancd to evaluate immunotherapy in an effort to treat manno
sots followina inJuction of leukelllia with herr,es saimiri virus. 
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C-19-7S (Continued) 

lbyaus transplant alone wu unsuccessful but preli• inary studies 
have indicated that an anti-viral ch•otherapeutic aaent. adenine 
arabinoside, in combination with th)'IIUI transplant and transfer 
factor will successfully eradicate the malipant process. 

Status : On1oin1 

Steele, R.W., et al.: E and EAC rosettes in man and nonhuaan pri
mates a~d t he effect of thyaosin !!!_~. J. lmW\cl. (In Press). 

Kn i ker, W.T., Macias, E.G., Steele, R.W., Heberlina, 'R. L., Eller, 
J,J.: Relative cellular imW\ity in 3 nonhuman primate species. 
Federation Proceedinas 34:824, 1975. 

Eichbera, J, W., Steele, R,W,, Kalter, S.S., McCullouah, B., Kniker, 
W.T. : T and B lyaphocytes in nonhuman primate5 and effect of thy
mosin !!!_ ~- Pederation Proceedinas 34:62S, 197S . 

Maciu, E.G., Steele, R.W., McCullouah, B., et al. : A comparison 
of cell mediated i-.mity to fWl&al, bacterial, viral and chemical 
antiaens in three nonhuman primates. Submitted for publication. 

"Relative Cellular l111111Wlity in 3 Nonhuman Primate Species" presented 
at the Federation of the American Society for Experimental Biology, 
Atlantic City, New Jersey, 14-15 April 1975. 

''T and B Lymphocytes i n Nonhuman Primates and Effect of Thymosin 
in vitro" presented at the Federation of the American Society for 
Experliental Biolol)', Atlantic City, New Jersey, 14-S April 1975, 
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DEPAJtnENT OF 111£ ARMY 
Brooke Aray Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVISTIGATION PROJECT RESUME 

TITLE: Effects on Attendees of a Course in Huaan Sexuality. 

M>U UNIT NO.: C-34-74 

PRINCIPAL INVESTIGATOR: Harry A. Croft, M.D., Major, MC 

ASSOCIATE INVESTIGATIONS: Gilbert R. Kaats, Ph.D., Lieuten,mt Colonel, 
USAF 
Edwin Cornelius, Captain, MSC 
Toa Dolan, SpS 

OBJECTIVES 

To study the existence of and extent of c:hanae in attendees of a 
coune in human sexuality in reaards to sexual attitudes, beliefs, 
values and behavior. 

TECHNICAL APPROACH 

The Human Sexuality Course has been presented at Fort Saa Houston on 
five occasions and at Fort Dix, New Jersey on one occasion. A total 
of approxiaately 1,000 attendees have been throup the courses. Use 
was made of questioMaires returned from the first several hundred 
attendees to modify the final research instrument. 

A pretest survey was administered on the first evenina of the course 
followed by a post-test two months after the course.to evaluate the 
effectiveness of our objectives. 

~anpower: None 

Fundina: None 

PROGRESS 

Contact has been made with LT Altobelli, Clinical Investiaation Service, 
to proaru the coaputer for meaninaful evaluation of the results of the 
data accumulated, From comments ude by those who have attended the 
course, it appears that at least in somo cases very dr11111tic chanaes 
have taken place in uttl tudes and behaviors. 
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C-34-74 (Continued) 

The course has been well accepted both here at Fort Saa Houston 
and at Port Dix, New Jersey, as well as by the civilian and mili
tary coamunities at lar1e. It has received much publicity in 
llilitary as well u lay publications. Newspaper articles have 
appeared in the followin1: Health Service Co•an Mercury, Array 
Times, San Antonio Express, San Antonio Liaht, New York Times, 
and approximately 40 other newspapers around the country. The 
Associated Press Wire Services has allo publicized the course. 

Status: On1oin1 

C1oft, H.A. : A human sexuality course in the ailitary. Military 
Medicine (In Press). 

Croft, H.J\. : Sexual information exam. Southern Medical Journal 
(In Press) . 

Interview by CBS Radio for future broadcast. 

Workshop on Sex Counselin1. Oblate Colle1e, San Antonio, Texas, 
21 and 28 February 197S. 

"A Human Sexuality Course in the Military - One Year Later." 
Presented at the annual meeting of National Sex Educators and 
Counsellors, Galveston, Texas, 7-9 March 1975. 

"Research in Sex Education ." Presented to graduate psycholo1y 
class, Trinity University, San Antonio, Texas, 11 March 1975. 

"Sex Education." Presented to students at Roosevelt High School, 
San Antonio,Texas, 17 March 197S. 

Participated in workshop for teachers on "Adolescent Sexuality" 
~ponsored by Planned Parenthood of San Antonio held at the Uni
versity of Texas Health Science Center, San Antonio, Texas 21 and 
22 March 1975. 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Evaluation of Galliua-67 as a Scannina Aaent for Malipant 
Neoplasas. 

WORK UNIT NO.: C-141-72 

PRINCIPAL INVESTIGATOR: Robert J. Lull, M.D., Lieutenant Colonel, MC 

ASSOCIATB INVESTIGATORS: 

OBJECTIVES 

To study the value of Galliua-67 Citrate as a tuaor localizina agent 
in a variety of malianant neoplasma. 

TECHNICAL APPROACH 

Patients referred from the Oncoloar Service are considered for this 
investiaational study. Followina intravenous adainistration of 
Galliua-67 Citrate, whole body scans usina a dual probe scanner or 
a whole body scintiscan table study are perforaed at 24 and/or 48 
and/or 72 hours. In some cases cleansina enemas are required to 
provide adequate clearance of radioactivity in the stool. Abnormal 
localization of the radiopharsaceutical is noted from the results 
of whole body distribution imaaes. 

Manpower: None 

Fundina: None 

PROGRESS 

Ninety-four patients have been studied. These studies have been of 
sipificant clinical value in individual cases. However, the entire 
series will not be analyzed until 100 patient studies have been 
completed. 

Status : On1o ing 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Port Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Clinical Evaluation of Clstemoaraphy Utiliiina 111 Indiua 
DTPA. 

IIORK UNIT NU.: C-35-74 

PRINCIPAL INVESTIGATOR: Robert J. Lull, M,D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To evaluate the safety and efficacy of lll1ndium lJ'fPA for cisterno1raphy 
studies. 

TECHNICAL APPROACH 

Patients referred from c.ither Neurolog~• Service or Neurosuraical Ser
Iiie arc evaluated for entrance into this clinical infestiaation, 

Indiwn DTPA is administered into the lumbar subarachnoid space by 
standard lumbar puncture technique. Sequential imaaes of the cerebral 
spinal fluid trac~r are obtained at 2, 6, 24, and if indicated 48 and 
72 hours usina the scintillation camera. In general, early i• aaes are 
obtained usina the scint i scan whole body table to evaluate for abnormal 
injection patterns. Thi s radiophanaceutical is imaaed utilizina the 
dual isotope capability of the scintillation camera which increases the 
useful information for any given dose. When indicated, nasal pled1ets 
are positioned nnd subsequent ly ~ounted for radioactivity. This is 
useful when evaluating patients for CSF rhinorrhea. 

Manpower : None 

Funding : None 

PROGRESS 

Fifteen patients havo been studied. The radiopharmaceutical has pro
vided adequate imagos of diagnostic clinical quality in all cases. 
There have been no adver!le side effects in any patient. Diffe1·enct-i. 
hetween lllJndium IITl'A kinetics and those of 1- 131 RISA have been nott-d. 

Status: Ongoing 

125 



DEPARTMENT OF THE ARMY 
Brooke Any Medical Center 

Fort S111 Houston, Texas 78234 
CLINICAL INVESTIC,ATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Clinical Evaluation of lllindiua Bleoaycin (MPI TWIOr 
ScintiaraphinTM). 

M>RK UNIT NO.: C-3-75 

PRINCIPAL INVESTIGATOR: Robert J. Lull, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: Members of Oncoloay Service Staff 

OBJECTIVES 

To evaluate the clinical usefulness of 111Indium Bleo• ycin as a twnor 
specific radiophal"llaceutical. 

To demonstrate the types of neoplasms for which scintiaraphy with 
lllindium Bleo•ycin has a hi&h positive correlation with extent of 
disease. 

TECHNICAL APPROACH 

Patients are referred from the OncololY Service because of known or 
suspected neoplasms. lll1ndium Bleo• ycin is administered intraven
ously with whole body distribution of the radiopharmaceutical to be 
measured usina the whole body scintiscan table and dual isotope tech
nique. Ima1es will be obtained at variable periods of time durin1 
the three days followina administration of the radiopharmaceutical. 

Manpower: None 

Fundina: None 

PROGRESS 

No patients have been entered into this protocol to date. 

Status: On1oin1 



DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Su Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Clinical evaluation of the Thyroid by in vivo Radionuclidic 
Studies Utilizina I-123. --

WORK UNIT NO. : C-4- 75 

PRINCIPAL INVESTIGATOR: Robert J . Lull, M.D., Lieutenant Colonel, MC 

A~SOCIATE INVESTIGATORS: Carlos E. Menendez, M.D., Major, MC 

OBJECTIVES 

To substitute I-123 for I-131 in the routine clinical evaluation of 
the thyroid 1land. Utilizina its superior physical propeTties and 
its increased available photon yield relative to patient dose, we 
hope to produce anatomic and phy1iolo1ic data of higher overall 
quality and lower overall patient dose . 

TECHNICAL APPROACH 

1-123 will be substituted for 1-131 for clinical thyroid procedures 
~hi ch require uptake studies or imaaina studies of the thyroid aland 
function . The major advantaae of this radiophal'll&ceutical is the 
significant decrease in dose to the patients. Additional benefits 
are the improved imaaina characteristics of I-123. 

Manpower : None 

Fund1n1: None 

PROGRESS 

No pati ents have been entered into this protocol to date. 

Stutus: Onaoi n1 
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DEPARTMENT OF THB ARMY 
Brooke Aray Medical Center 

Fort Saa Ho111ton, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: NEN Galliua-67 Citrate for Intravenous Administration. 

WORK UNIT NO.: C-35-75 

PRINCIPAL INVESTIGATOR: Robert J. Lull, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: Robert L. McAuley, Jr., Captain, MSC 

OBJECTIVES 

To evaluate clinically the NEN brand of Gallium-67 citrate. 

TECHNICAL APPROACH 

All persons with suspected bronchial carcinoma, thyroid carcinoma, 
aastric carcinoaa, ulipant melanoma, infectious processes and in
fl8Bl&tion, and metastases of unknown priu.ry tumors, as well as 
Hodakin's disease, will be selucted. Patients referred to the Nu
clear Medicine Service with these diaposes will be considered for 
entry into the study. 

Gallium-67 citrate will be administered from 2-S millicuries per 
subject. The product will be administered intravenously. The study 
will be carried out in accordance with the New Enaland Nuclear Pro
tocol "NYA-2 -- NEN Gallium-67 Citrate". 

Manpower: None 

i;undin,.:: None 

This is a now projoct. 

Status: On1oin1 

PROGRESS 
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DEPARTMBNT OF THE ARMY 
Brooke Aray Medical Center 

Port Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Diastolic Aupentation Usina an Intra-Aortic Balloon Pump. 

WORK UNIT NO.: C-6-72 

PRINCIPAL INVESTIGATOR: Robert L. Treasure, M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS: Olyn M. Walker, M.D., Lieutenant Colonel, MC 
Georae L. Zumbro, M.D., Lieutenant Colonel, MC 
Georae M. McGranahan, M.D., Colonel, MC 

OBJECTIVES 

Patients unable to be weaned from cardiopulmonary bypass are beina 
supported with the intra-aortic balloon. Careful physioloaic moni
torina in these critically ill patients is beina maintained. 

TECHNICAL APPROACH 

The intra-aurtic balloon is used in weenina patients from cardiopul
monary bypass who are unable to aenerate satisfactory cardiac output. 
An intra-aortic balloon will be inserted in the descendina aorta 
throua}l a femoral arteriotoay and cardiac output increased by 
diastolic inflation of the aortic balloon by the AVCO pwap timed 
by ECG. The effectiveness of this treatment will be detemined 
by cardiac output, arterial and venous blood aases and pH; and 
urinary output. Blood trauma due to the balloon will be ev .luated 
by serum hemoalobin. 

~'1\power: None 

Fundina: None 

PROGRESS 

f.nouah data has not been nccumulated for analysis to date. 

Status: Onaoina 

129 



DEPAR'll4ENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Ethicon PolyTef Paste for Injection in Repair of Velopharynaeal 
Defects. 

WORK UNIT NO.: C-20-72 

PRINCIPAL INVESTIGATOR: S. R. LeMay, Jr., M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

Some patients with velopharynaeal defects can be corrected by addina 
bulk to the posterior pharynaeal wall to make closure of the velum 
possible in normal speakina. Further experience utilizina investiaa
tional drua injection to add bulk necessary to improve the speech is 
souaht. 

TECHNICAL APPROACH 

The investiaational drua, Mentor PolyTef Paste for inj&ction, will 
be used by the investiaator in accordance with the followina criteria: 
Aae: over 6 years. No sex selection. Generally aood health. Com
plete physical examination. Accurate evaluation to include cine
radioaraphy of the velua and recordinas pre- and postoperative. 
Evaluation of competent speech therapists. The PTEE will be in
jected into the posterior pharynaeal wall and/or palate to provide 
the bulk necessary to improve velopharynaeal closure. Complete re
cords will be kept. Reports to Mentor will be aade. As many 
available patients as fit the criteria will be injected. 

Manpower: None 

Funding: None 

PROGRESS 

No new patients huvc boon seen in the past two years; therefore, 
the !ltudy is tenninBted. 

Status: TenainateJ 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

~: Effects of Enflurane (Bthrane) on Cardiovascular Function. 

WORK UNIT NO.: C-12-74 

PRINCIPAL INVESTIGATOR: John R. Ritzman, M.D., Major, N.: 

ASSOCIATE INVESTIGATORS: Edward D. Miller, Jr., M.D., Major, t«: 
Joel M. Kaplan, M.D. 

OBJECTIVES 

To assess the effects of enflurane, enflurane with N20, and enflurane 
with 11Uscle relaxant upon the function of the cardiovascular system 
usina a non-invasive technique. 

TECHNICAL APPROACH 

Two groups of six healthy youna volunteers were studied prior to 
minor elective surgery. No premedication was given. After con
trol measurements were recorded, the patients were an~Jthetized 
with 50\ N20 and either 1\ halothane or 2\ enflurane. Cardiovas
cular measurements were made at the end of 30 minutes of stable 
anesthesia; then the N20 was discontinued and repeat measurements 
were made 20 minutes later. End-tidal halothane or enflurane, 
arterial blood gases, blood pressure, and heart rate were recorded 
at each measurement period. 

A simultaneous recordina at 100 11111/sec was made of a carotid arterial 
pulse trace, phonocardioaraa and electrocardiogru. The intervals 
measured were the QS2 (total electromechanical systole), LVET (left 
ventricular ejection time) and PEP (Pre-ejection period) which were 
all c~rrected for heart rate. From these intervals, PEP/LVET, 
1/PEP and the ejection were calculated. 

Manpower: 

~undina: 

None 

$1,297.70 Con1uable Supplies FY 1974 
$ 372.00 ·roY FY 197S 
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C-12-74 (Continued) 

PROGRESS 

Both anesthetic aaents caused a sianificant increase in the PEP/LVET 
ratio, and a decrease in l/PEP2 and the ejection fraction, indicatina 
myocardial depression at equipotent liaht levels of anesthesia (P .OS). 
llte difference between halothane and enflurane was sipificant (P .OS) 
with halothaue beina more depressant . Discontinuation of N20 led to a 
further depression of these parameters. Arterial blood aases showed 
no sianificant differences. 

Status: Completed --
Presented at the annual meetina of the American Society of Anesthe
sioloaists, Washinaton, D.C., October 1974. 
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DEPARTMENT OF nm ARNY 
Brooke Aray Medical Center 

Port Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Carcliovucular Effects of Continuous Spinal, Epidural, and 
Nitrous-Oxide-Narcotic Anesthesia on Patients Under1oin1 
Suraery for Hip Fractures. 

IIIORl UNIT NO. : C-13-74 

PRINCIPAL INVESTIGATOR: Robert W. J. Baird, M.D., Major, k: 

ASSOCIATE INVESTIGATORS: Edward b. Mlller, Jr., M.D., Major, ~ 

OBJECTIVES 

To detenaine the effects of spinal, epidrual, and aenera l nitrous
oxide•narcotic anesthesia on cardiovascular paraaeters includina: 
cardiac output, total peripheral resistance, Man arterial pres
sure, CVP and EKG in patients underaoin1 suraery for repair of hip 
fractures. 

TECHNICAL APPROACH 

Central venous pressure, arterial line and EKG monitors were placed 
in the patients. Measure•nts of cardiac output and other para
Mters were •de in the supine and lateral position. The patients 
wero then anesthetized with aeneral or conduction anesthesia and 
these • easure•nts repeated sevearl times durin1 sur1ery. 

Manpower : None 

rundina: $3,665.00 ~OCASE FY 1974 
$ 428.00 Consuaable Supplies FY 1974 
$ 349.00 Consmable Supplies FY 197S 

PROGRESS 

The project has been teminated because of: (1) insufficient patient 
ntaber, (2) difficulty in obtainina these measurements in often de
mented patients, and (3) inability to provide safe anesthesia and 
meaninaful data with the personnel presently available. 

Status: 'fcrainated 
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OEPARDENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Postopentive Anal1esia for ThoracotOII)' Patients. 

WORK ~IT NO.: C-28-74 

PRINCIPAL INVESTIGATOR: Edward U. Miller, Jr,, M.D., Major, tC 

ASSOCIATE INVESTIGATORS: Joel A, Kaplan, M.D. 
Edaar G. Gallaaker, Jr., M.D., Lieutenant 
Colonel, MC 

OBJECTIVES 

To assess the effect of intercostal block usina bupivacaine and 
dextran in patients who have under1one thoracoto• y. 

TEOOICAL APPROAO! 

Eiahteen patients underaoina routine thoracotomies were studied. 
All patients had C4>ntrol chest x-rays, arterial blood aases, and 
pulaonary fwiction studies preoperatively. A standard anesthetic 
consistina of thiopental, succinylcholine, nitrous oxide, enflu
rane and pancuroni\11 was used in all patients. 

Prior to closure of the i ncision, six intercostal spaces were in
jected by the surgeon ~l th 3 ml of a randomly determined drua 
mixture. Patients received either: (1) bupivacaine and saline, 
(2) bupivacaine and dextran, or (3) saline an ' dextran. Arterial 
blood aases, pulmonary funct ions, chest x-ray >, narcotic dosaaes, 
sensory level and sub j ect ive responses were evaluated for three 
days postoperatively. 

Manpower: None 

Fundina: $173.02 Consumable Supplies FY 1974 

PROGRESS 

Our 1·Hulh ln thu oiahteen patients stuJiuJ Jomon5tratc tlu,t intl'r
costul 1wn,e,, hlocks c11n markedly roJuco postoporativ<' pain anJ i11provt• 
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the pul110nary fW1ction. The 110st sipificant differences from the 
control patients were seen in the values of arterial oxy1enation. 
vital capacity, and forced expiratory flow rates. The duration of 
the block with bupivacaine and saline was less than 12 hours, while 
the mean duration of the block wi th bupivacaine and dextran was 36 
hours . 

Status: Completed 

Prrsen ted at the International Anesthes i a Research Society meeting, 
HoUywood , Florida, March 1975. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Effects of Prolonaed Acceleration (+Gz) on the Respira-
tory Exchanae Ratio in Man, 

WORK UNIT NO. : C-29-74 

PRINCIPAL INVESTI~TOR: David W. Crim, M.D., Major, MC 

ASSOC UTE INVESTIGATORS: F. Wesley Baumaardner, Ph.D. 
Sidney D. Leverett, Jr., Ph.D. 

OBJECTIVES 

To determine the etiects of prolonaed (5-10 min.) Gz on the respira
tory exchanae ratio in man. 

(This study was performed at the School of Aerospace Medicine, Brooks 
Air Force Base, Texas. The projects was reaistered for record only.) 

TECHNICAL APPROACH 

Five subjects who were experienced in ridina the centrifuae usina the 
Anti-G suit and performina the M-1 maneuver were selected and placed 
in the aondola of the USAFSAM centrifuae, Readinas were taken at 1, 
2, 3, and 4 Gz for 10 minutes and S Gz for S minutes. Readinas of 
the 2, 3 and 4 Gz runs were coapared with the averaae of the 1 Gz run. 
Continuous, breath-by-breath readinas were taken on each subject from 
the beainnina of each run until R had returned to 1 Gz levels after 
each run. 

Manpower: None 

Fundin1: None 

PROC.RESS 

Durina prolo«aed accelera t ion (+Gz), there are chanaes in ventilation 
and pul110nary aas exchanae. The magnitude of these changes appears 
to be more strongly affected by the magnitude of +Gz rather than time 
at +Gz. It is felt that the increaseJ ventilation is due in part to 
increased work an<l in pnrt to the increast',l G level . No sianificant 
lncruasc jn Oi const.111ption was ~l't.'n in thl' 1, 2 and 3 Gz runs; however, 
thoro duos appear tu bo a sliaht increuse in consumption as the Gz 
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increases. This initial rise was due to the subjects preparina 
theaselves for the run by hyperventilatina ~.nd strainina their 
muscles and not due to the initial effects of the acceleration. 
On the 4 Gz run, there was an immediate and sipificant rise in 
02 consumption in the first 30 seconds, remained hiah throu1hout 
the 10 minute run, and did not chanae sianificantly after the 
first 30 Sdconds. The initial rise of CO2 output seen only at 
30 seconds of the 2 and 3 Gz run was due to the subjects pre-
paring themselves, as previously mentioned. The fact that the 
CO2 remained Wlchanaed at 1, 2 and 3 Gz, but minute ventilation 
increased at these levels, shows that acceleration does cause 
increasina dead space in the lWlgs. At 4 G1 the increasin& ven
tilation was Wlable to keep up with the risina CO2 and a sianifi-
cant chanae is noted. As with the 02, it takes about 30 seconds 
for the CO2 to find i ts new level and thereafter remains stable. 

These sets of experiments clearly demonstrate that pulmonal')' func
tion is sianificantly altered by incrcaslna Gz forces. The increasina 
oxyaen conswaption and the inability to excrete correspondina quan
tities of carbon dioxide result in a fallina R value. Whether meta
bolic chanaes resulting in increased lipid metabolism are in part 
responsible for these chanaes cannot be asceratined from these experi
ments. I t would seem unlikely, thought, since these chanaes occur so 
rapidly. 

Prolonaed acceleration of an inaividual nay in part be limited by hi s 
inabi 1i t y to excrete appropriate quantities of carbon dioxide result i11g 
in increased blood levels of carbon dioxide. Whether such increases in 
carbon dioxide would result in impairment of judgment should be investi
gated in any project involvina prolonged acceleration. 

Status: Completed 
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DEPARTJENT OF THE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Effects of Enflurane and Halothane on Myocardial Function 
in the Rhesus Monkey (Macaca Mulatta). 

WORK UNIT NO.: C-2-75 

PRINCIPAL INVESTIGATOR: Doualas Pritchard, M.D., Major, r«: 

ASSOCIATE INVESTIGATORS: Edward D. Miller, Jr., M.D., Major, K: 
John R. Ritzman, M.D., Major, MC 
Howard H. Erickson, Lieutenant Colonel, 
USAF VC 

OBJECTIVES 

To coapare the effects of t wo halo1enated anesthetic a1ents on 
myocardial function usina an invasive technique. 

TECHNICAL APPROAOi 

Ten Rhesus aonkeys were chronically instrumented with aortic flow 
probes, as well as left ventricular, aortic and venous pressure 
monitorina devices. Ethrane or Forane anesthesia was adainistered 
and variables measured over a per iod of time. 

Manpower: None 

Fundina: $5,253.58 M.EDCASc 
$ 1d .00 Cons umable Supplies 
$ 322.00 TOY 

PROGRESS 

FY 1975 
FY 1975 
FY 1975 

Ten chronically instrument ed rhes us monkeys were given enflurane 
and halothane anesthetics for a total of 18 exposures . No siani
ficant difference in 11&x dp/dt, dp/ dt/LVDP, mean arterial pressure, 
central venous pressure or heart rate were detected between the two 
aaents at comparable anesthetic depths. 

Additional studios hava been done and data is presently beina 
anolyzod at Brooks Air Force Base. 

~tutu~ : Onaoini 

Presented at the A.nosthes.ln Research Socioty Meotin1, Hollywood, 
Plorida, 17-20 Marcl1 1975. 
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DEPARTN!NT OF TiiE ARMV 
Brooke A.ray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTI~TION PROJECT RESllE 

TITLE: Evaluation of Percutaneous CaMulation of the Donalis - Peclis Artery. 

WORl UNIT NO.: C-7-75 

PRINCIPAL INVESTIGATOR: John A. Younabera. M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Edward D. Miller, M.D., Major, M: 
Jaaes D. Pister, M.D., Major, MC 

OBJECTIVES 

To evaluate the usefulness, accuracy of readinas, and complication 
rate in cannulatina the dorsalis peclis artery instead of the radial 
artery for monitorina patients. 

TECHNICAL APPi.lACH 

Thirty percutaneous cannulations of the dorsalis pedis artery were 
prospectively studied in twenty-eiaht patients . Patients were fol
lowed by physical examination and Doppler aeasurements. Arm cuff 
systolic and diastolic blood pressures were compared t o dorsalis 
pedis caMulation pressures. 

Manpower : 

Fundin1: 

N~ne 

$900.00 Capital Equipment PY 1975 
$228 .00 Consuuable Supplies PY 1975 

PROGRESS 

It was observed that cannula systolic pressures were hi1her and can
nula diastolic pressures were lower than am cuff pressures. The 
correlation coefficients for cuff to cannula systolic and diastolic 
press urea were • 91 .nu . St) , re•pecti vely. ':'Wo of the thirty cannu-
la ti on• resulted in complete throlllbosia and one additional artery 
showed decreased flow by Doppler measureaent. In both cases of throa
bosi1 rttroarade flow distal to the occluaion was caonstrated and in 
one of these casea ilcheaic chanae was noted. This isch•ic chanae 
resolved over three days with no residual aequelae. 
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CONCLUSION: This study is felt to demonstrate that cannulation of 
the ck>rsalis pedis artery is a safe, and euily perforaed technique 
of intra-arterial aonitorina. 

Status: Coapleted 

Presented at the Gulf Coast Residents Conference, Gainesville, ~lorida, 
25 May 1975. 
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DEPARDCENT OF THE ARMY 
Brooke Arrq Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Pul• onary Sequestration: A Broad Spectrum of Broncho-
pulmonazy Pore1ut Abnormalities. 

WORK UNIT NO,: C-15-7S 

PRINCIPAL INVESTIGATOR: Georae L. Zumbro, M.D., Lieutenant Colonel,t«: 

ASSOCIATE INVESTIGATORS: Robert L. Treasure, M.D., Colonel, MC 
Girard Seitter, M.D., Lieutenant Colonel, MC 
Tracy E. Strevey, M.D., Colonel, r«: 
Walter Brott, M,D., Colonel, MC 
David C. Green, M.D., Colonel, t«: 

OBJECTIVES 

The broad clinical, eabryolo1ic and radiolo1ic spectrum of pulllonazy 
sequestration has not been adequately eaphasized. In order to pin 
a clearer understandina of these fore,ut abnormalities, all cases 
from the files of Brooke Army 'Medical Center, Fitzsimo!ls Army Medical 
Center, and Walter Reed Ar'fltf Medical Center will be reviewed. 

TECHNICAL APPROACH 

The records of the 'lbove Mntioned Army • edical fcilities were care
fully reviewed, and thirty-three cases met the criteria for the diaa
nosis of bronchopulmonary sequestration. Ano•lous systemic arterial 
blood supply to the sequestrum was documented at operation or by 
aortolff,phy in all patients. All mediastinal and pulaonary cystic 
lesions were excluded if there was no ano•lous arterial supply. 

Manpower: None 

Fundin1: $493.00 fDY FY 1975 

PROGRESS 

Clinical manifestations varied from asymptomatic patients to those 
with recurrent pulmonary infection, hemoptysis and intrapleural 
hemorrhaae, The presence of symptoms stronaly correlated with air 
containina cystic sequestrations. Each of the 21 patients with air 
containin1 cystic sequestrations experienced recurrent pul110nary in
fections. Five patients had repeated he110ptysis, which was massive 
in ono. 
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The lllbryoloaic spectrum was represented by 23 intralobar, six 
extralobar, one combination extralobar and intraloba:r, and two 
hybrid sequestrations. One patient with bilateral sequestra
tion, proven by aortoaraphy only, probably had bilateral intra
lobar sequestration, since the demonstrated venous drainaae was 
via the pulaonary veins. 

Raclioaraphic presentations in our patients included radiopaque 
masses; air containina cysts with and without fluid levels; and 
111aui vo he110thorax. One patient presented with bilateral lower 
lobe masses. Upper, middle and lower luna fields were each the 
site of involvement; however, the reaion of the posterior basilar 
sepaent was most co•only involved on chest roentaenoaraphy. 

All extralobar and hybrid sequestrations were excised. Five intra
lobar sequestrations were removed by basilar seaaentectomy and the 
remainder required lobectomy. There were no deaths or major 
complications. 

Status: Completed 

Presented at the Society of Thora,ic Suraery meetina in Montreal, 
Canada, January 197S. 
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DEPARTMENT OF THE ARMY 
Brooke Array Medical Center 

Port Sam Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Prevention of Ischellic Contracture of the Left Ventricle - Durin1 Aortic Cross Clampin1. 

WORK UNIT NO.: C-21-75 

PRINCIPAL INVESTIGATOR: Geor1e L. Zumbro, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: Olyn M. Walker, M.D., Lieutenant Colonel, ,c 
Loren B. Henley, M.D., Lieutenant Colonel, K: 
Edwards. Rappaport, M.D., Major, K: 
Robert L. Treuure, M.D., Colonel, MC 

OBJECTIVES 

To determine the protective effect of propanolol on the left ventricu
lar myocardium durin1 aortic cross clapin1. 

TECltNICAL APPROACH 

Twenty-five mon1rel dogs will be anesthetized with sodium pentobarbital 
and maintained on positive pressure ventilation. 1'he heart will be ex
posed through a right thoracotomy and followin1 intravenous administra
tion of heparin the animals will be placed on cardiopulaonary bypass 
usin1 routine caval and fe110ral artery cannulation. 

Twenty animals will under10 a two hour period of cross claapin1 of the 
ascending aorta durin1 cardiopulmonary bypus. Left ventricular ventin1 
will be done, and epicardial biopsies taken from the left ventricle prior 
to bypass and five minutes after removin1 the aortic cross clamp. 

Five animals servin1 as controls will have no aortic cross clampin1 or 
ventin1 of the cardiac chaabers, Left ventricular epicardial biopsies 
will be taken prior to be1innin1 bypass and after two hours of bypus 
time. 

The twenty study animals will receive either S cc of saline or a S cc 
solution containin1 20 aicro1ru1/k1 of propranolol intravenously 
flve minutes prior to croas cl111pin1 the aorta. The study will be con
ducted in a double blind fuhion with a disinterested person aixin1 the 
propranolol and saline solutions accordin1 to a previously arran1ed code. 

Manpower: None 

Fundin1: $800.00 Consuaable Suppliea PY 197S 
143 



C-21-75 (Continued) 

PROGRESS 

The laboratory aspects of this project were completed on 9 June 
1975; however, the results of electron microscopic evaluation 
will not be completed until approximately 1 July 1975. Prelimi
nary findin1s indicate that there is no difference between the 
propranolol treated iroup of animals and the non-treated group. 

Status: onaoin1 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RBSUNB 

~: Biode1radable Cuffs, An Adjunct to Peripheral Nerve Repair 
in D01s. 

M>RK UNIT NO.: C-23-75 

PRINCIPAL INVESTIGATOR: Robert L. Reid, M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS: Stephen C. Boone, M.D., Lieutenant Colonel, MC 
Donald H. See, M.D., Lieutenant Colonel, K: 
Duane E. Cutript, Colonel, DC, WRAIR 

OBJECTIVES 

To determine the efficacy of biode1radable cuffs at the sutured site 
of sectioned peripheral nerves. Specifically it will be detenined 
if the biodearadable cuff will: 

a. Prevent the in-1rowth of fibroblasts from surroundin1 tissues. 
b. Maintain the re1eneratin1 axonal tissue in a parallel arran1e

ment thereby reducin1 neurou-1liou formation. 

TECHNICAL APPROACH 

Ten adult 110narel do1s will be required for the study. The ulnar 
nerves in the forelillb and peroneal nerves in the hindlillbs will be 
sur1ically expo1ed, transected, and repaired with 9-0 nylon epineural 
sutures usin1 •anification. One sir\e will be repaired in the standard 
fashion and used as a control. The other side will be repaired in the 
same fashion, but in addition the anuto• otic site will be covered with 
a standard copolynaer cuff whose cross-section diameter is 2~ times that 
of the repaired ,1erve. The cuffs will be unufactured by Colonel Cut
ript at Walter Reed Anry Institute of Research at no expense. No 
aniul limb inaobilization is requested followin1 the sur1ery. 

Nerve conduction and electroayo1raphs will be conducted on all limbs at 
monthly intervals and at the time of sacrifice. The electro•yo1rapher 
will not know which side of the animal is the test or control. After 
the anastomotic site is r•s•~ted, lipt and electronmicroscopic studies 
will be performed at Walter Reed Aray Institute to detel'lline the amount 
of local invasiveness of scar tissue and/or reaction in the nerve to 
the copolyaer biode1raclation. 11\e results will then be correlated with 
the electrical studies. 

Manpower: None 

Fundin1: $1,630.18 Conswaable Supplies PY 1975 
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PROGRESS 

All materials and animals were vurchased and received . The first 
animal sursel')' was conducted 27 March 1975. To date fh e of the 
ten proposed animals have had t he planned sur1ery. 

Status: Onaoing . 
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DEPARTMENT OP THE ARMY 
Brooke Any Medical Center 

Port Sa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Ocular Flora of the Burned Patient. -
WORK UNIT NO.: C-32-75 

PRINCIPAL INVESTIGATOR: Clarence G. Prahllus, M.D., Major, MC 

ASSOCIATE INVESTIGA10RS: Thous E. Rwiyan, M.D . , Lieutenant Colonel, MC 
John C. Hoskins, M.D., Major, MC 

OBJECTIVES 

a. To established the inc.1dence of individual aicro•oraanilu in the 
conjunctiva! flora of the acutely burned patient. 
b. To see if and how these flora are altered durina treataent and con
valescence and particularly durina chanaes in the lid•conjunctival
comeal anatoaical relationship. 
c. To c~apare the flora recovered from the conjunctiva with those re
covered from other sources (skin, IV sites, blood, 1urroundin1 enrivon
Mnt). 
d. To study the incidence of ocular complications re1ultin1 either 
directly from the bum i teself or from secondary chan1e1 occurrina 
charina treatment and convalescence. 
e. To look at the effectiveness of various prophylactic aodalities 
of treatment (topical Lucrilube Ophth Oint; topical or local anti
biotics and/or steroids; lid, conjunctiva!, and/or corneal suraery; 
bandaae soft contact lenses). 
f. To assess the efficacy of various therapeutic measures once these 
co11plication1 have occurred (band•&• 10ft lenses with and without anti
biotics, taraorrhaphies , conjunctival flaps, keratopla1ti11). 

TECHNICAL APPRAOCH 

Each of the patients adn1 tted to ISR is cateaorized into one of four 
1roup1 u outlined in the protocol . A culture is obtained from each 
eye initially and twice a week thereafter. In indicated cases where 
larae corneal defects are present, i.e., corneal burn, 10ft contact 
lenses are placed. 

Manpower: None 

Fundina: None 
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PROGRESS 

Cultures have revealed a remarkable yield of pathogens. It is 
too early to attach si,nificance to the clinical picture and 
the recovery we have had thusfar. The soft contact lens ap
pears to have a place in treatment of corneal epithelial defects 
in these patients. 

StatU3! Onaoina 
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DEPARTIENT OF THE AIU« 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: An Evaluation of Water Diuresis for the Prevention and 
Control of Recurrent Urinary Tract Infection in Wo•n. 

WOll UNIT NO.: C-34- 75 

PRINCIPAL INVESTIGATOR: Evelyn R. Anderson, R.N., Ph.D. 
University of Texas School of Nursin1 
at San Antonio 

ASSOCIATE INVESTIGATORS: Mauro P. Gan1ai, N.D., Colonel, ti: 
Carol 5•11 Taylor, R.N., M.Sc. 

OBJECTIVES 

To evaluate the effect of teachin1 principles of fluid diuresis tc 
fe•les on the prevention and control of urinary tract infection. 

TECHNICAL APPROACH 

Each patient in the experiment will be 1iven a hydro•ter and 
instructed in its use. Specific 1ravity readin1s will be taken 
each .,rnina on the first urine suple. It will be reco•ended 
they increase their fluid cons,aption to 200-3000 al/day dependin1 
upon such variables as fever, ·1omitin1, diaphoresis, diarrhea, the 
presence of syaptoas of urinaly discoafort, and the specific aravity 
readinas. Daily recordin1s will be kept of their specific aravity, 
fluid intake, and any special rearks the patient wishes to • ake. 
Both the experi• ental and control ~roup will be contacted aonthly 
to inquire about their health and to insure that no co11plication 
has developed that would contraindicate continuin1 in the experi
mental 1roup. The n\Jlbf'r of infections over a one year period will 
be compared to each pat i '"n t 's previous record. 

Manpower: None 

Fwidiy: None 

This is a new project. 

Status: On1oin1 

PROGRESS 
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Manpower: None 

DEPARTMENT OF rnE ARNY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

APPENDIX A. 

SOUTHWEST ONCOLOGY GROUP S11JDIES 

Fundin1: $1,441.80 Contractural Service PY 1975 

Preceding page blank 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Port Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Combination and Sinale Drue Therapy in Breast Cancer 

IIORK UN IT NO . : SWG 450 -
PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, K: 

OBJECTIVES 

1. To determine the relative efficacy of two cOllbination che110therapy 
re1imes in patients with breast cancer. 

2. To determine the efficacy of sin1le new aaents in breast cancer 
patients who have received no prior chemo~herapy. 

TEQINICAL APPROACH 

Patients enterin1 the study will Nceive therapy on a randoaized schedule 
as prescribed by the study protocol. Approximately SO patients will be 
studied in the combination therapy 1roup (Vincristine, Methotrexate, 
5-FU, Cytoxan and Prednisone) and 30 in the sin1le agent group 
(Adriamycin) . 

PROGRESS 

The Southwest Onco lol)' r1~up reported the results of this study at the 
XI International Cancer Conaress in PloNnce and they fon the basis 
for the current study of adriaaycin. Th• Group has a combined experience 
in 315 patients in four completed studies. The overall percentaae of 
response is 40 in patients without prior che110therapy and 30 in patients 
with prior chemotherapy . 

Submitted to Cancer Research for publication. 

Status: Onaoinai 
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DEPARTMENT OF 1liE ARMY 
Brooke Amy Medical tenter 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVI-CE 

INVESTIGATION PROJECT RESUME 

TITLE: Adriaaycin, $-FU, Cyclophosphaaide and Methotrexate for 
Advanced Breast Cancer. 

WORK UNIT NO. : SWG 7405 

PRINCIPAL INVESTIGATOR: Robert P. Bowaan, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, K: 

OBJECTIVES 

To test three different drua combinations utilizina adriuycin as 
the base drug in the treatment of patients with breast cr.ncer who 
have received no prior chemotherapy in order to: (1) deteraine 
the relative efficacy of addina dru11 sinaularly or in cOllbination 
to adriamycin and (2) deteraine the c011parative toxicity of the 
reaimens . 

TECHNICAL APPROAQi 

This study is desianed to determine whether adriamycin + 5-FU + 
cyclophosphamide + methotrexate or adriaaycin + 5-FU + cyclo
phosphamide results in a sipificantly hiper response rate than 
adrlamycin + 5-PU. Approxiutely 76 patients will be entered into 
each treatment aroup. Bach of the above reaimens will be adainis
tered accordina to the schedule outlined in the study protocol. 

PROGRESS 

Seventy patients have been entered into the study. Since only 
nine of the patients entered are currently evaluable, it is too 
early to make a thorouah analysis of the study. One of the 
nine patients has been in coaplete response, threo have had 
,,,uti ul responses, and five have had no responses. The four 
rosponses have all been in patients without liver involvement. 

Status : Onaoing 
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DEPARTMENT OF THE ARMY 
Brooke A.ray Medical Center 

Port Su Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Chroaoaycin A3 for Advanced Breast Carcinoma. 

WORX UNIT NO.: SWG 7408 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, ,111: 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, 111: 

OBJECTIVES 

To inve1ti1ate the effectiveness of Chromomycin A3 in the treat
ment of advanced breast carcinoma. 

TECHNICAL APPROACH 

Approximately 2S patients will be enetered into the study. Chro110-
mycin will be administered daily x 5 days throuah an establishina 
runnina IV . Five consecutive days of treatment constitute a course 
of therapy. Two courses of treatment with toxicity will constitute 
:m adequate trial. 

PROGRESS 

Twenty-one patientf> have entered the study most of whom are too early 
to evaluate. Only four ;atients are evaluable, two of which had no 
response and the other two had increasina disease. 

Status: Onaoina 
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DEPA.RTMBNT OP 11lB ARNY 
Brooke Aray Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RBSUME 

TITLE: 5-Azacytidine in Patients with Acute Leukuia 

WORK UNIT NO.: SWG 7209 

~IrAL INVESTIGATOR: Robert P. Bowaan, M.D., Major, MC 

,~SUCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, MC 

OBJECTIVES 

To detennine the effectiveness of 5-Azacytidine in the treatment 
of acute leukemia. 

TECHNICAL APPROACH 

A minimum of 14 evaluable patients in each of the major diaanostic 
groups (acute l)'llphocytic leukemia and acute • yelocytic leukemia) 
will be entered into the study. Remission induction and re• ission 
maintenance dosages will be administered accordin1 to the study 
protocol. 

PROGRESS 

i\ total of 6S patieuts have been reaistered of which 54 are evaluable. 
There were 24 patien ~ wi th an adequate trial of whom 33\ achieved 
complete remission and ~n additional S of 24 patients had a partial 
remission. The lon1cst duration of remission is in a 36 year old 
woman with a duration of areater than 534 days. Toxicity continues 
to be a proble• and is manifested by nausea and v011itin1 and pro
lonaed myelosuppression . 

Status: Onaoina 
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DBPAllTMBNT OF 1llE ARM¥ 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Study of Adriuaycin in Adult Acute Leukemia, 

WORJC UNIT NO.: SWG 448 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D,, Major, ti: 

ASSOCIATE INVESTIGATORS: Hayden G, Draine, M.D,, Major,.«: 

OBJECTIVES 

To detenaine the efficacy of adriaaycin in the r•ission induction of 
adult acute leukemia and to evolve an appropriate therapeutic regimen 
for this study and as a point of reference for future possible drug 
combinations with this aaent. 

TECHNICAL APPROACH 

All patients re1is tered for this study will receive adriuycin by a 
sinale IV injection . Therapy will continue accordina to the schedule 
outlined in the protocol study, 

PROGRJ:SS 

Complete o'r partial response has been noted in 23 of 70 evaluable 
patients, (This study was replaced by SMOG 7401.) 

Status : Onaoina At BrMl-.e Army Medical Center 
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DEPARTMENT OF 11IE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 7E234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TH~: Busulfan in Chronic Granulocytic Leukemia. 

WORK UNIT NU. : SWG 54S/S46 

PRlNCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D,, Major, MC 

OBJECTIVES 

To evaluate and compare intermittent and continuous r•ission
maintenance therapy with oral busulfan in chronic ll'anulocytic 
leukemia . 

fEOINICAL APPROACH 

Patients with previously wttreated chronic aranulocytic leukemia 
will be allocated in random pattern and in equal numbers to e,,,e 
of two treatment programs for the study of rellission-maintenance 
a~ prescribed in the study protocol. The initial remission-induc
tion shall be wi th daily oral busulf an in the same dose for both 
groups as described in the study protocol. 

PROGRESS 

Ninety-one of 116 regirt ered patients were evaluable . Response 
rates were as follows : complete - 65 (71\) 

partial - 16 (18\) 
mixed 2 ( 2\) 
none 1 ( 1') 
increuina disease - 7 (81) 

Mouirm lonath of remi ~sion: continuous - 27 months; intermittent -
.\7 mon th~ . (This ~tudy wos closed by the Southwest OncolOIY Group.) 

Stutu~: Uniiu lng at Brooke Army Medical Center 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Fort Sa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: POMP Combination Chemotherapy of Adult Acute Leukemia. 

WORK UNIT Nu.: SWG-920 

PRINCIPAL INVESTIGATOR: R.>bert P. Bowman, M.D., Major, K: 

ASSOCIATE INTESTIGATORS: Hayden G. Braine, M.D., Major, MC 

OBJECTIVES 

To evaluate the frequency of remission induction in adult acute 
leukemia. 

TECHNICAL APPROACH 

Adult patients with acute leukemia are treate~ with a coabination 
of 5-Mrcaptopurine (Purinethol), Vincristine (Oncovin), Methotrexate 
and Prednisone (POMP) for remission induction and maintenance. 

PROliRESS 

This study wu completed by the Southwest OncololY Group in July 1973, 
However, it remains open at Brooke Amy Medical Center for treatment 
of p~tients entered into the protocol study. 

Status: Onaoina 
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DEPAR'M!~T OF THE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Comparison of Three CombinQtion Reaimens (OAP, DOAP, COAP) 
for Remission-Induction and Re• i11ion-Maintenance Therapy 
for Adult Leukemia. 

WORK UNIT NO.: SWG 560/561 

PRINCIPAL lNVESTIGATCn: Robert P. Bowu.n, M.D., Major, MC 

ASSOCIATE INVcSTIGA.TORS: Hayden G. Braine, M.D., Major, MC 

OBJECTIVES 

1. To ~ompare the effectiveness of three drua reaimens above. 
2. To estimate the effectiveness of these three reaimens when 

cytos ine arabinoside is given by 120 hour infusion. 
3. To comps~e two maintenance regimens: intemittent remission 

reinduction vs. intermittent reinduction plus continuous 6MP. 

TECHNICAL APPROACH 

Vin
Pred
Cyto-

Each of the three reaimens are administered every two weeks. 
cristine is administered intravenoualy once every two weeks. 
nisone is administered orally for five days every two weeks. 
sine arabinoside is adainistered intravenoualy as a 120 hour 
continuous infusion every two weeks. Cytoxan is adminhtered as 
a sinale rapid i .travenous injection daily for five days every two 
weeks. DaW1omycin is given as an intravenous injection once every 
two weeks . 

PROGRESS 

This study has been closed by the Southwest OncololY Group. How~ver , 
it remains open at Brooke Army Medical Center for treatment of 
patients entered into the study protocol. 

Status: Onaoina 
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DEPARTMENT OP nm ARMY 
Brooke Army Medical Center 

Port Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Remission-Induction for Adult Acute L111phocytic Leukeaia 
with Adriuycin, Vincristine and Predni1one Reaission
Maintenance with Methotrexate and 6-Mercaptopurine Rein
forcement with Predni~~ne and Vincristine. 

M)RJC UNIT NO.: SWG 7401 

PRINCIPAL INVESTIGATOR: P.obert P. Bowman, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, MC 

OBJECTIVES 

1. To evaluate the effectiveness of Adriamycin, Vincristine and 
Prednisone in the induction of remission in acute lymphocytic 
leukemia in adults. 

2. To evaluate the followina remission maintenance proaram: 
daily 6-mercaptopurine and weekly • ethotrexate, plus 
periodic reinforc ... nt with prednisone and vincristine. 

TEatNICAL APPROAQt 

Patients who have received no prior adriaaycin and who have ALL 
with at leut 30\ bluts in the marrow are eliaible for entry 
into the study. Only adults JS years of aae or older will be 
studied. Approxi•tely 37 patients will be entftred. The re
mission-induction and remis!lion-• aintenance ph••Jes will be 
administered accordina to instnictiuns in the study protocol. 

PROGRESS 

The complete remis~ion rate wu 67\ in 1S evaluable patients 
and 91\ in patients with an adequate trial. 

Status: on1oin1 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

!·ort S1111 Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

Remission-Induction for Adult Acute Leukemia with Ten-Day OAP; 
Remission-Maintenance with OAP vs. OAP plus BCG. 

WORK UNIT NO,: SWG 7315/7316 

PRINCIPAL INVcSTIGATOR: Robert P. Bowman, M.D., Major, MC 

~QC!A.l't; INVESTIGATORS: Hayden G. Braine, M.D., Major, MC 

OBJECTIVES 

1. To test tl1e remiss.ion induction efficacy of ten-day OAP in adult 
acute leukemia. 

2. To compare the effectivenes s of S-day maintenance OAP with S-day 
maintenance OAP plus BCG 111 prolonging the duration of complete re
mission of pati~nts achieving a complete remission on 10-day OAP induc
tion which w.is followed by 5-day OAP consolidation. 

TECHNICAL APPROACH 

A. minimum of 13S patients will b, entered into the remission-induction 
phase of the study. OAP will be administered x 10 days as prescribed 
by the study protocol. Bone marrow aspirations will be ,Jone on day 14 
and every 4 or S days thereafter to deteraine when the marrow is cleared 
of leukemic cells and when recovery from the marrow hypopluia has 
occurred suffici ent to start the next course. Followina the second 
induction course of OAP the bone marrow will aaain be allowed to re
cover . If the patient achieves a ~omplete remission after the second 
cours~ of O~P, he will then receive three consolidation courses of 
S-day OAP th~rapy. 

PROr;RESS 

SWG 731S - This protocol was clo~ed for further patient entries by the 
Southwest On co lol)' Group, R October 1974. The conclusion was that the 
ten-day OAP is better than any prior remission induction therapy that has 
heen invest i aated by the Group. The complete response rate for ten-day 
OAP is better than that {or five-day OAP at the .OS lfvel. Correction 
for proanos tic factors still 1ives a probability that this is better 
than five -day OAP by approximately 90\. This is a very important study 
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SWG 7315/7316 (Continued) 

for the Group since it i1 the first non-randoai&ed historically con
trolled Groupwide study and it provides a very illportant new technique. 

SWG 7316 - 11111 11 an extre•ly iaportant study since it forms the 
pattem for fJture collbined iaunotherapy-chtaotherapy studies. At 
this tiae, it i1 too early to calculate survival rates in the Minte
nance phue of the study. 

Status: On1oin1 
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DEPARTMENT OF THE /JOO' 
Brooke Ar-, Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Evaluation of Colorectal Carcinoaa C011parin1 Bolus Weekly 
S-FU vs, the Combination of Methyl CCNU plus Bolus Weekly 
S-FU. 

WORK UNJ1 ~G.: SWG 7302 

PRINCIPAL INVESTIGATOR: Robert P. Bowu.n, M,D,, Major, K: 

ASSOCIATE INVESTIGATORS: Hayden G, Braine, M.D., Major, MC 

OBJECTIVES 

To estimate the effectiveness of the collbination therapy and 5-PU 
alone. 

To determine whether the objectivft reaission rate of the collbination 
therapy is sipificantly superior to that of S-FU alone. 

TECHNICAL APPROACH 

All patients prior to recievin1 the druas will be randomized between 
the two arms of the study. The r&nd011ization will be desiped so 
that three patients will receive S-PU plus MeCCNU for every patient 
on 5-PU, Patients will be stratified into two aroups: Patients 
with liver metastases only; patients in all other cate1orie1 collbined 
(including those with liver ~etastases plus • etastases to other sites) . 
Therapy will c~nform to the sche• a outlined in the study protocol. 

PROGRESS 

This study was closed hy the Southwest Oncolol)" Group in October 1974. 
Ho14evor 1 t rt"mains op~n I t Br,loke Anay Medical Center for re1istered 
patunts . 

The followina conc.usion!i have been reached: 

1. W~ekly S-PU had overall rate of 12\ with little toxicity. 
2. S-FU+MeCCNU had overall response rate of 28\ with sipificant toxicity. 
3. Response rate with collbination is not different b~tween patients with 

liver •~tastasis alon• and other sites. 
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SWG 7305 (Continued) 

4. All 5-FU re~ponses occurred in "other site" disease. 
S. No differences existed in response between colon cancers and other 

GI sites. 
6. COllbination of 5-PU and NeCCNU is emulatively toxic. 
7. Natural history data was consistent with prior reports re1ardin1 

sites of priauy lesions and pattems of Mtastases. More aen 
were in this stucly 1roup than predicted. "Dileue free interval" 
in patients with liver •tastuis alone wu quite sh~rt. 

Status: On1oin1 at Brooke Arsy Medical Center 
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DEPARTMENT OF ntE ARNY 
Brooke Any Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATlO'i PROJECT RESUME 

TITLE: Chemth•rapy of Disseminated Testicular Carcinoaa with Vin
blas tine and Bleoll)'cin or Actinoaycin-D, Bleoaycin and 
Vint:ristine. 

WORK lJNIT NO.: SWG 7303 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, MC 

ASSOCIATL lNVESTIGATORS: Hayden G. Braine, M.O., Major, MC 

OBJECTIVES 

1. To compare the relative effectiveness of velban and bleoaycin vs. 
vincristine, bleomycin, and actinoaycin-D in the remission induc
tion of disseminated testicular carcinoaa. 

2. Attempt at recruitment of partial responses into the complete 
response pool v1a a crossover aechanism involvin1 the above 
aaents (reinduction). 

TECHNICAL APPROACH 

All patients with staae II I (supradiaphrapatic) metastatic testicular 
carcinoma are eli1ible to enter the study reaardless of prior radiation 
or chemotherapy, except for those patients who have had a trial of one 
of the selected chemotherapeutic aaents. Pati,nts will be randomly 
assianed to receive vinblastine/bleomycin or actinomycin-0/vincristine/ 
bleomycin. Therapy wi ll confor111 to the outline 1iven in the study 
protocol. 

PROGRESS 

The efficacy d~monstrated in all Dixon-Moon classes is unlike the ex
perience with mithr:uaycin . Re1pon1e rate i• hipest in embryonal cell 
carcinoma and the two reai~ens appeor comparable in this cate1ory. The 
vinblastine/bleomycin limb appears superior for the first time. 

Status: Onaoing 
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DEPARTMENT OF ntE ARNY 
Brooke A.ray Medical Center 

Port Su Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!!!!:!= Evaluation of Collblned Radiotherapy and Cheaotherapy for 
Sta1es II-I, III-A and III-I Hod1kin's Disease. 

WORK lfiIT NO.: SWG 160 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M .D., Major, MC 

OBJECTIVES 

To deteraine the safety and effectiveness with which total nodal 
radiotherapy could be aiven followina N>PP che110therapy in patients 
with II-8, III-A, and 111-8 Hodakin's disease. 

TECHNICAL APPROACH 

The ujor criterion for study is the toxicity in the radiation portion 
of this protocol. nie study was initially be,un with three cycles of 
MOPP, subsequently escalated to four cycles of N:>PP and after suffi
cient experience had been 1ained it wu anticipated to go to six cycles. 

PROGRESS 

A definitive analysis of this study was not accoaplished by the South
west Oncoloay Group coordinator. However, tht radiotherapist from 
Wilford Hall USAP Medical Center reviewed his experience with the de
livery of radiotherapy on this protocol in a total of 23 patients. 
Twelve patients had comr leted the study after receivina three cycles 
of K>PP and 11 patients co9Pltted the study after receivina 4 cycles 
of MOPP. Baaed on their data, there is no evidence that for a differ
ence in the patientJs tolerance to radiation therapy whether 3 or 4 
cycles of MOPP precedes the radiotherapy. Accordinaly, the Wilford 
Hall Group will escalate to S cycles of N>PP in S patients andt if 
tolerated , to 6 cycles of MOPP. 

Status: Onaoing 
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DEPARTMENT OF THE ARNY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!.!.!!!: Methyl CCNU for the Treatment of Various Solid Tuaors Except 
Carcinou of the Breast 

WORK ~IT NO. : SWG 7200 

PRINCJPi\L INVESTIGATOR: Robert P. Bowun, M .D. , Maj or, ,«: 

ASSOCIATE INVESTIGATOR: Hayden G. Braine, M.O. , Major, K: 

OBJECTIVES 

To evaluate the effectiveness of intermittent oral •thyl CCNU in the 
treataent of various solid tumors. 

TECHNICAL APPROACH 

All patien ts wi th measurable solid tuaors who are not eliaible for 
hiper priori ty protocols or more conventional che•otherapy are el i• 
aible for study . The exceptions for adaission to the study are out
lined in the protocol . Therapy will conform to the schema outlined 
in the study protocol. 

PROGRESS - --
This study remains open fo r Hodakin's disease only. 

Status : Onaoi na 

Tranum, 8 , 1 ., Gottli~b , J .A. , Haut, A. , Rivkin, S. and Weber, E. : 
Methyl CCN 1J in Hodakin 's Disease and Other 1\amors . Accepted for 
publlcati~n. Cancer. 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Hodakin's Disease: Remission Induction with t«>PP + Ble011ycin. 

WORK UNIT NO.: SWG 774/775 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.O., Major,,«: 

ASSOCIATE INVESTIGATORS: Hayden G. Draine, M.D., Major, MC 

OBJECTIVES 

1. To determine the comparative effectiveness of K>PP alone and in 
combination with two different dose schedules of ble011ycin for co•-
plete remission and induction in patients with disseminated Hodakin's 
disease. 

2. To deter• ine the relative effectiveness of MOPP and radiation 
therapy followed by MOPP and intensive MOPP in re• ission consolida
tion in those patients achievina coaplete remission. 

TECHNICAL APPROACH 

All patients will be randomly assianed to either K>PP alone, )l)pp 
plus low dose bleoaycin, or MOPP plus hiah dose bleoaycin. All 
patients will initially receive t«>PP treatment i n full doses if 
they have adequate bone marrow reserve , and hal f doses if they have 
moderately impaired bone marrow reserve . Six courses of such treat
ment either with or wi thout bleo~ycin will be aiven. For patients 
who are in complete remiss ion after six courses of treatment, ran
domization to three remission consol idation treatment aroups will be 
achieved. Followina consolidation treatment, 1:0 further treatment 
will be administered and tr1e patient will be followed until relapse . 
Patients who achieve a r i rtial remission will continue monthly courses 
of K>PP alone to coapletr remi ~sion , Patients who, in the judpent of 
the cooperatina radiotherapist, cannot tolerate 4000 rads in four weeks 
to the area of major involvement, prior to the institution of remission 
induction, will be separately randomized to the first and third consoli
dation lillbs. Approximately 75 patients will be entered into each 
phue of the study . 
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SWG 774/ 775 (Continued) 

PROGRESS 

A total of 183 patients have been finally evaluated, showina an 
overall complete response rate of 74\. There is a statistically 
sipificant difference (at the S\ level) in the complete response 
rate for patients receivina MOPP alone (67\), M>PP + low dose 
bleoaycin (85\) and K:>PP + hiah dose bleoaycin (72\). 

This study has been completed by the Southwest Oncolo11 Group 
and the data were presented at the 11th Intemational Cancer 
Conaress in Florence Italy by Dr. Coltman. 

Status: Oneoin& at Brookt Army Medical Center 
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DEPARTMENT OF THE ARMY 
Brooke Any Medical Center 

Fort Saa Houston , Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PR~JECT RESUME 

fil!::!: Radiotherapy-Ch•otherapy (MOPP) for Staaes I and I I A and 
B Hod1kins. 

WORK UNIT NO.: SWG 781 

PRYNCIPAL INVESTIGATOR: Robert P. Bowman, M.O., Major, MC 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, MC 

OBJECTIVES 

To compare total nodal radiotherapy and involved field radiotherapy 
plus MOPP chemotherapy in patients with Sta1es I and II, A and 8 
Hodpin 's diseue. 

TEC.HNIC,•.L APPROACH 

At the time of re1istration of the patient, randomization to one or 
two treatllent prosrams will be ma<le: (1) total nodal radiation, or 
(2) involved field radiation folluwed by r«>PV chemotherapy. Therapy 
will be administered according to the schedule outlined in the study 
protocol. 

PROGRESS 

Seventy-two evaluable ancl rPrti ally evaluable cues are included 
in thl!I analysis. Pit'tv !I ··~n pat ients have coapleted the remis 
sion induction portion of 1 ,e p,.otocol and SS (96\) have achieved 
complete remission. It sho~ld be emphasized that this analysis 
does not include a definitive evaluation ot' the radiotherapy por
t,on of the study. To J 1t~ 3/27 patients have relapsed on the 
tntal nodal limb and 1/28 un the involved HelJ + ~PP limb. The 
Juration of remissions for TNRT ranee from o to 104 weeks anJ from 
o to 100 weeks for involved f .i.eld + t«>PP. There is no !lli&nificant 
Jifference between remission duration curves. 

Status: Onaoin1 
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DEPARTMENT OF THE ARMY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Colltlination Cyclophosphamide, Vincristine, Prednisone and 
Bleomycin for Non-Hodakin's Lymphoma. 

l«)RJ( UNIT NC: SWG 780 

PRINCIPA~ l~VESTIGATOR: Robert P. Bowman, M.D., Major, MC 

~,.SSUCIATE INVESTIGATORS : Hayden G. Draine, M.D., Major, MC 

OBJECTIVES 

To determin~ the side effects and toxicity of a combination of 
bleomyc1n with cyclopho~phuu.de, vincristine, and predni1one (COP) 
in patients with disseminated non•Hod1kin's malianant lymphoma. 

rECHNICAL APPROACH 

Approximate ly 80 evaluable patients in each of the two major malig
nant lymph:u·a ~ateaories - lymphosarcoma and reticulum cell sarcoma -
should be suffi cient for the study. Oosaae and treatment will be 
accordina to the schedule outlined in the study protocol, 

This protoco l wa!t compl 1tely revised at the Southwt: ., Oncology 
Group Meet1ng in O~t~ber 1974, A revised COP #4 wa~ activated 
for patient accrual so a• to accumulate more informat ion on 
patient responses to the COP+ Bleomycin in the lower dose. 
The revised protocol incorporates into it the systematic re
staaina conceptJ of the new non-Hod1k in' s lymphoma protocol . 

Status. Ongoina 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: VP 16-213 (41-Diaethyl-Epipodophyllotoxin-B-D-Ethylidene 
Glucoside) by Intravenous Infusion on Five Consecutive 
Days Every Three Weeks in Adults with Hod1kin's Disease 
and Non-Hod1kin's Lympho•s. 

WORK UNIT NO.: SWG 7407 

PRI~CIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, K: 

OBJECTIVES 

To deteraine the efficacy of VP-16 in adult patients with Hod1kin's 
disease and non-Hod1kin's lymphoma. 

TECHNICAL APPROACH 

Approxiutely 24 patients will be studied in each 1roup. The initial 
dose of VP 16-213 will be administered by IV infusion daily for five 
consecutive days. Courses wi ll bP administered at three week inter
vals as tolerated. Subsequent courses should not be repeated until 
the nadir of blood counts has been reached and the counts are recov
erin1. Subsequent doser. will be administered in accordance with the 
schedule outlined in the study proto~ol. 

PROGRESS 

One evaluable case, a pat LP-nt with sta1e IV nodular sclerosin1 Hod1kin's 
disease, achieved a partia, response on day 14 of the first course and 
was still active on day 26. The patient has only a small residual 
lymph node remainin1. 

Status: On1oin1 
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DEPARTMENT OF TiiE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SBRVICE 

INVESTIGATION PROJECT RBSUMI! 

~: Combination Cheaotherapy Study of Metastatic Sarcomas. 

WORK UNIT NO. : SWG 7402 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, MC 

A';SOCIATc INVESTIGATORS: Hayden G. Braine, M.D, , Major, MC 

OBJECTIVES 

1. To detemine the efficacy of coabination chemotherapy with two 
four-drua reaiaens in patients with metastatic sarcoma. The four
drug combinations are CY-VA-DIC (cyclophosphamide, vincristine, 
adriamycin and DIC) and CY-VA-DACT (cyclophosphamide, vincristine, 
adriamycin and actinomycin D). 

2. To determine the efficacy of two cross-over regiaens - aethyl 
CCNU and actinomycin D - for patients failin& CY-VA-DIC and aethyl 
CCNU and DIC for patients failing CY-VA-DACT. 

J. To determine the survival pattern of patients on this study 
compared with previous adriuycin-containina combinations in 
patients with metastatic sarcoma . 

TE~HNICAL APPROACH 

Approxi•to ly 75 patients on each of the four-drug induction limbs 
will be eval uated . Oosaae and treatment will be in accordance with 
the schodu l~ outl ined in the study protocol. 

PR()';RES~ 

With 98 patients evaluated, CY -VA-DIC appears to be sliehtly sup~rior 
to CY-VA-DACT, but the response rate of both is in excess of SO\. 
Chondrosarcoma is be1innin1 to show evidence of beirw responsive. 
Toxicity has been predollinontly moderate to severe leukopenia and 
nausea and vomitina, but 1enerally acceptable, Accrual has beaun 
on the crossover arms of MeCCNU + actino• ycin D versus MeCCNU + 
DIC, but it is too euly to reach conclusions. 

Status: Ongoing 
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DEPARTMENT OF THE ARMV 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RBSUNI! 

TITLE: Comparison of Two Combination Ch8110thenpy Proarus in the 
Treatment of Disseminated Malianant Melano•. 

WORK UNIT NO.: SWG 7216 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, r«: 

OBJECTIVES 

To compare two sliiJttly different combination pro,rams - DIC, 
BCNU and Hydrea versus DIC, VCR, BCNU and Hydrea - on the fre
quency, •1nitude, duration of tumor re1ression and survival in 
patients with dissellli.nated malianant melanoma. 

TECliNICAL APPROACH 

Approximately 75 patients will be entered into the study. Dosaae 
and treat•nt wi~l be as outlined in the study protocol. 

PROGRESS 

The response rate for al l patient s on BHD is 26\ and on BHD-V, 2S\. 
For evaluable patients, the response rate is 32\ and 31\. This is 
un~hanaed from the h~t bur analy~es. This study is closed pendin& 
activation of the new che·T10i111111W1otherapy protocol by the Southwest 
Oncolo1y Group. 

Status: Onaoina at Brooke Army Medical Center 
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DEPARTMl:NT OF THE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texu 782J4 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUte 

!!I!!.= Maintenance Chemotherapy of Responsive Patients with 
Multiple Myeloma. 

WORX UNIT NO.: SWG 7313 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.O., Major, Ko; 

ASSOCI/\TE INVESTIGATORS: Hayden G. Braine, M.D., Major, MC 

OBJECTIVES 

To compare a combination of •phalan-cytoxan-iCNU-predrisone 
(MCBP) with azathioprine-prednisone plus Pil:BP reinduction in 
the lona term remission maintenance of responsive patients 
with multiple myeloma. 

TECHNICAL APPROACH 

Eliaible r~5pons ive patients will be reaistered and maintenance 
randomi.iat ion will be by each induction reaimen (MAP, MCP, K:BP). 
Treatment wi ll be as outlined iu the study protocol. Approxi
mately 30 patients will be randomized into each of the remission 
maintenance groups. 

PROGRESS 

Patients wi th more th an a 75\ teduction in tWDOr mas s are assianed 
to treatment with either azathioprine-prednisone (wi t h periodic 
MCllP reinforcement ) or in definite K:BP. Forty-five cliaible patients 
have been rejisteroJ anJ all but four patients remain in aood remis
sion. Further analyses are necessMry before any •aninaul ~onclu~ions 
tre reached. 

Status: Onaoin1 
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DEPAR'lll!NT OF nfE ARMY 
Brooke Aray Medical Center 

Port Su Houston, Texu 78234 
CLINICAL INVESTIGATION SBRVICB 

INVESTIGATION PROJECT RS&llE 

!!!!:!= Chnotherapy for Patients with Multiple Myeloaa. 

WORK UNIT NO. : SWG 734/736 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, t«: 

ASSOCIATE INVESTIGATORS: Hayden G. Braine, M.D., Major, t«: 

OBJECTIVES 

1. To evaluate the frequency of reaission induced by a four dl\ll 
induction re1i11111(Nelphalan, prednisone, procarbazine, vincri1tine). 

2. To coapare best known maintenance with no aaintenance tteataent. 

TECHNICAL APPROACH 

Patients at Brooke Aray Medical Center continue treat• ent accord
ina to the schedule outlined in the study protocol. 

PROGRESS 

This study has been closed by the Southwest OncolOI)' Group. However, 
patients reaistered under ~~is protocol continue therapy but are not 
evaluable at this time. 

Status: On1oin1 at Brooke Army Medical Center • 
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DEPARTMENT OF THE ARMY 
Brooke Ars, Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESllE 

Collbination Cheaotherapy of Pillltiple Nyeloa in Previously 
Untreated Patients, 

WORK UNIT NO. : SWG 7305/7306 

PRIN•~Il'AL INVESTIGATOR: Robert P. Bowll&n, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: Hayden G. Draine, M.D., Major, t«: 

OBJECTIVES 

1. To evaluate the frequency and dearee of response froa treatment 
with a melphalan-adriamycin-prednisone combination (Mf\P), a aelphalan
cyclophosphamide-prednisone coabination (t«:P), and a melphalan
cyclophospham.ide-BCNU-prednisone combination ()«:BP) in patients with 
previously treated aultiple ayelou. 

2. To compare the results with recent historical controls of.patients 
treated with other Mlphalan-prednison• coabinations. 

TECHNICAL APPROACH 

Oosaae and treatment schedule will confora to the schellla outlined 
in the study protocol. Approxi•tely 100 patients will be entered 
into tht' study. 

PROGJIBSS 

/305 f or sh l'Dl.)n th tre1ttraent trials, the response rute of about 
~ for each treatment i s almost identical to that rcsultina from 
previous SWG 5tudles with other Mlphalan-prednisone combinations. 
The response rate with K:P ls the hiahe!t, but there are no • sta
tistically 5iani£i ci&l'lt differences. 

7306 This protocol evaluates crossover treatments for patients with 
Tm than a 75\ tumor reduction. So far, only a few patients have 
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SWG 7305/7 306 (Continued) 

responded and the frequency (about 15\) is siailar to the incidence 
that one would expect from slow onsets of reaission after six aonths. 
Only rare patients have shown a urked chan1• in the slope of the 
curve for tuaor aass plot with the cro11ove.r treat•nt. 

Status : 0n1oina 
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DEPARnENT OF 11tE >JUI( 

Brooke An,y Medical Center 
Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT REStlE 

I!.!!:!: CHOP vs HOP Coabination Cheaotherapy for Reaission Induction 
and COP vs OAP COllbination Che-,therapy for Maintenance in 
non-Hodakin's L)'IIPhoaa. 

WORK ~IT NO.: SWG 7204/7205 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, K: 

ASSOCIATE INVESTIGATORS: Hayden G. Draine, M.D., Major, K: 

OBJECTIVES 

1 . To compaN the reaission inducina effectiveness of the 4-dJua 
reai•n -- Cytoxan, hydroxyldaunoaycin (adriaaycin), oncovin, and 
prednisone .•. CHOP -- to the 3-drua reai•n -- hydroxyldaunoaycin, 
oncovin, prednisone •.• HOP -- given by 1illi.lar schedules. 

2. To compare two Mintenance at11S after coaplete remission in
duction and remission consolidation. One a:na will utilize cyclo
phosphaaide, vincri1tine and predni1one (COP) and the other an, 
cytosine arabinoside, vincristine and predni1one (OAP). 

TEatNICAL APPROAQi 

ApproxiMtely 100 valid patients on each •jor induction lillb 
should penit succes1ful evaluation of this protocol. Courses 
of therapy wil l be instituted at two week intervals. D01a1e 
110dification, will be aade for subsequent coure••• dep•nclina on 
the patient', nsponse . D01ap and treat•nt intervals will be 
in accordance with th• 1chedule outlined in th• study protocol. 

PROGRESS 

There is not a stMtistically sianificant difference in co11plete 
response ratds in patients receivina CHOP (55\) or HOP (50\). 
Evaluation of the maintenance lilllb indicate• that the OAP lillb 
reMins better thah the COP lilllb, but the difference is not yet 
statistically sianificant. 

Status : Onaoina 
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DEPARnEHT OF 'ffiE IJJft 
Brooke A~ Medical Center 

Fort Su Hou.ton, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION Pac>JECT RESlDE 

TITLE: COllbination Iaunotherapy and Che110therapy in Localized 
Osteoaenic Sarcou. 

WORJC UNIT NO. : SWG 7317 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D . , Major, K: 

~ OCIATE INVESTIGATORS : Hayden G. Braine, M.D . , Major, K: 

OBJECTIVES 

Evaluation of the efficacy of the combination of transfer factor 
and coabination cheac>therapy (CO,.U,ADRI I I-Cyclophosphaide, Onco
vin, Methotrexate, Melphalan and Adriaaycin SWOG 7317 study) in 
localized osteoaenic sarcoma. 

TEOiNTCAL APPRQ.\CH 

Transfer facto r will be adminis tered in dosaae levels of two units 
per day for a t ota l of eiaht Wlits to be aiven prior to the initia
tion of chemotherapy complet i ng the adainistration 48 hours prior 
to trea taent. Thereafter , durin1 the 250 day outlined chemtherapy 
treatment plan , the t ransfer factor wi 11 be aiven durina lapses in 
chemotherapy, 14 day, from day one of the pulses of therapy and in 
the Ul>unt of 2 uni t s per day f or 2 days or 4 units total. The 
patients wil l receive approxi•tely 40 units by the end of the pres
cribed 350 day course , 

Chemotherapy wil l bf, adminl.;ured accordin1 to the protocol plan in 
S"li Study 731 7. 

This is a new study , and •.here a re no evaluable patients at this 
time . 

Status: Onaoina 
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